MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
16.08.2017 Ne 944
Kuis

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTiB 5, 7, 10 Ilopsaky pgep>kaBHOI peecTpaliii (TiepepeecTtpaiiii) JiKapCbKHX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).
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4. KOHTpOJIb 3a BUKOHAHHSM LJbOI'0 HaKa3y MOK/IAaCTU Ha 3acTyrHuKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

16.08.2017 Ne 944

NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUNYHNX IMYHOBIO/TOINYHUX NMPEMNAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ha3ssa nikapcbko20 dopma surnycky 3asiBHUK Kpaina Bupo6HuUK Kpaina Peecmpayitina Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa npoyedypa BionyckKy aHHsl peecmpayitiHo2o
ynakoska) nocsio4eHHs
1. | BOPUKOHA3OI/1- TabneTkn, BKpUTI MicTtpan Kenitan Benvka BUMYCK cepil: Icnanisi/ peecTpauist Ha 5 pokiB. | 3a peyenmom He UA/16138/02/02
BICTA NNiBKOBOK 000JI0HKOH, MeHemxmeHT JlimiTes, BpuTaHis CiHTOH Monbwa/ 30608B’s13aHHSA NpK niossieae
no 200 wmr, no 10 Xicnanis, C.J1., Bonrapis BMAaui peecTpaviiHoro
TabneTok, BKPUTMX IcnaHis; NOCBIAYEHHS iICHYHOTb —
NNiBKOBOK 000JI0HKOH, BUPOGHMUK, HaflaHHS AeTa/IbHOro
y 6nicTepi; no 1 nepBrHHe Ta onucy cuctemu
6nicTepy y KapTOHHIl BTOPWHHE ynpaB/liHHA pU3nMKaMmn
nauui nakyBaHHs: y BUrNAAj naHy
dapmaueBTH ynpas/iHHA pU3nKammn
1in 3aBOf, 0o 30.10.2017
"Monbchapma” BiANoBigHO A0
C.A., MonbLya; nignyHKTy 1.8.2 nyHKTY
nepBuHHe Ta 1.8 pogatky 5 Mopagky
BTOPUHHE npoBefeHHs
nakyBaHHs: ekcnepTusmn
xn | peecTpauinHnx
dapmac'ioTika marepianis Ha
nc nra., nikapcbki 3aco6u, Lo
Bonrapis noAalTbcs Ha
OepXaBHy peecTpaviio
(nepepeecTtpadito), a
TaKOX eKkcnepTusmn
marepianis npo
BHECEHHS 3MiH 10
peecTpauinHnx
MaTepianis NpoTArom
4ii peecTtpavuiiiHoro
NOCBIJYEHHS,
3aTBEPAXEHOr0
Hakasom MO3 Big
26.08.2005 Ne 426 (y
pegakuii Hakasy MO3
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Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
Big 23.07.2015 Ne
460).
MepiognyHicTb
noAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn BigNoBigHO J0
Mopsaky 34iiCHEeHHs
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainm 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), ans
nikapcbKoro 3acoby
CTaHOBWTb: 3riAHO 3
NigNYHKTOM 4 MyHKTY 2
rnasu 3 posginy V.
2. | BOPUKOHA3OI/- TabneTku, BKPUTI Mictpan Kenitan Benwvka BMNYCK cepil: Icnanis/ peecTpauisi Ha 5 pokiB. | 3a peyenmom He UA/16138/02/01
BICTA NNiBKOBOK 060/I0HKOIO, MeHemxmeHT JlimiTes BpuTaHis CiHTOH Monba/ 3060B’A3aHHs Npu nionsieae
no 50 wr, no 10 Xicnanis, C.J1., Bonrapis BMAaYi peecTpawiiHoro
TabneTokK, BKPUTHX Icnanis; NOCBiAYEHHS ICHYIOTb —
NMiBKOBOK 060/10HKOI0, BUPOGHMUK, HajaHHs AeTaslbHOro
y 6nictepi; no 1 nepBrHHE Ta onucy cuctemu
6nicTepy y KapTOHHIi BTOpPUHHE yNpaBiHHA py3nKamu
nauui nakyBaHHS: y BUrAS4j nnaHy
PapmaueBTVH yNpaBAiHHA pu3nKamu
11 3aBOp, 0o 30.10.2017
"Monbapma” BiA4NoBigHO A0
C.A., Monbua; nianyHkTy 1.8.2 nyHKTY
NepBUHHE Ta 1.8 gopartky 5 MNopsaaky
BTOPVHHE npoBeAeHHs
nakyBaHHS: eKcrnepTusmn
xn | peecTpauiiHnx
dapmac'ioTika martepianis Ha
nc nra,., nikapcbki 3aco6m, Lo
Bonrapis nojatTbcsa Ha

[epXXaBHy peecTpau;jito
(nepepeecTpauito), a
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

TaKoX eKCrnepTu3n
martepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
MaTepianis NpoTArom
Aii peecTpadiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3om MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iicCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
YKkpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), ans
nikapcbKoro 3acoby
CTaHOBWTB: 3riAHO 3
NiANYHKTOM 4 NyHKTY 2
rnasu 3 posginy V.

BOPUKOHA3O/1-
BICTA

MOPOLLIOK A1 PO3UUHY
Ans iHdysii, 200 mr, no
1 donakoHy y KapTOHHilA
nauu

Mictpan Kenitan
MeHemkmeHT JlimiTeq

Benuka
BpuTaHis

BMNYCK cepil:
CiHTOH
XicnaHis, C.J1.,
IcnaHis;
BMPOBHMLITBO,
nepBuHHE i
BTOPUHHE
nakyBaHHS:
Arina
Cnewenrtic

lunanis/
Monbwa/
TypeuuunHa/
tOonrapis

peecTpauis Ha 5 pokis.
30608B's3aHHA Npyn

BMAaui peecTpaviiHoro

NoCBIAYEHHS ICHYIOTb —

HafjaHHS AeTa/lbHOro
onucy cucTemm

yNpaB/liHHA pU3nMKammn
y BUrNAAj naHy

ynpaBAiHHA pusnkamu
00 30.10.2017

3a peyenmom

He
niosisieae

UA/16138/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

Monbcka Cn. 3
0.0., MonbLua;
BMPOBHULITBO,
MepBUHHE i
BTOPVIHHE
naKyBaHHs:
Mecdpap Inay
CaHai A.C.,
TypeyuunHa;
BTOPVIHHE
nakyBaHHS:
xn |
dapmac'toTika
nc nig.,
Bonrapis

BigMnoBigHO Ao
nignyHKTy 1.8.2 NyHKTY
1.8 gopartky 5 MNopsaky

npoBefeHHs
eKcrnepTusmn
peecTpauiitHux
marepianis Ha
nikapcbki 3acobu, Lo
noAarTbcs Ha
[AepXXaBHy peecTpav,ito
(nepepeecTpadito), a
TaKOX eKkcnepTusmn
marepianis npo
BHECEHHSA 3MiH [0
peecTpauiitHnx
Marepianis NpoTArom
4ii peecTpadiiHoro
NoCBiAYEHHS,
3aTBEPAKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
noAaHHA perynsapHo
OHOB/IOBAHOrO 3BITY 3
6e3neku BiANOBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), ans
nikapcbKoro 3acoby
CTaHOBWTb: 3riAHO 3
NianyHKTOM 4 NyHKTY 2
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
rnaeu 3 posginy V.
4. | KANnbUlo KpucTanivyHWin NopoLLIoK TOB "lOpis-dapm” YkpaiHa LKEMTI, LLseiiuapis peecTpadist Ha 5 pokis - He UA/16238/01/01
DONMIHAT (cybeTaHuis) y daiiH nionsieae
noABiHNX Yemikeiin,
nonieTuaeHoBmx CiEn
naketax gns
chapmaLeBTUYHOro
3acTocyBaHHs
5. | MIKCTYPA NOPOLLOK A/18 OpasIbHOT TOB "YkpaiHcbka Ykpaina MpAT "Bionik" YkpaiHa peecTpauist Ha 5 pokis 6e3 peyenma He UA/16239/01/01
ANTAYA BIj, cycneHsii no 19,55 ry hapmaueBTUYHa niossieae
KALUIHO donakoHi Nol KoMnaHis"
6. | MEMO3AP NMOPOLLOK CaH ®apmacbkroTrkan IHais CaH IHais peecTpauist Ha 5 pokis 3a peyenmom He UA/16240/01/01
niogpinizoBaHWin Ans IHgacTpi3 Mlimites dPapmacboTUK niossieae
PO3UMHY AN5 iH'eKUili Ta an lnpgactpis
iHdys3ii no 40 mry nra.
chnakoHax Nel
7. | NAKOWA cupPon cupon no 100 mn a6o no MpAT YkpaiHa MpAT YkpaiHa peecTpauist Ha 5 pokiB. 6e3 peyenma nionsieae UA/16241/01/01
200 mn y donakoHax PapmaneBTUYHA dapmaueBTny MepiognyHicTb
CKNAHMX abo thabpuka "Biona" Ha habpuka noJaHHsa perynspHo
noniMepHmX "Biona" OHOB/IHOBAHOIO 3BITY 3
6e3nekun BigNoBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpaiuun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHYU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), ans
nikapcbKoro 3acoby
CTaHOBUTD -
BiANOBIAHO A0
nepioguyYHOCTI K ANs
nikapcbKkoro 3acoby
nicns gepxasHoi
peecTpauii B YkpaiHi,
AK y nepLuili KpaiHi
CBITY.
8. | TIO-NNINOH TYPBO | po34uH Ans iHQys3in, 12 ToBapucTBO 3 YkpaiHa ToBapuCcTBO 3 YKpaiHa peecTpauisi Ha 5 pokiB. | 3a peyenmom He UA/16244/01/01
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n/n

Ha3sBsa nikapcbko2o

3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

mr/ma no 50 mny
hnakoHax Nel a6o NelO

obmexeHo
BiANOBiAA/ILHICTIO
hipma
"HoBodhapm-
BiocuHTes"

o6MmexeHo

BiANOBIAA/bHI
cTio thipma
"HoBodhapm-
BiocuHTes"

MepiognyHicTb
noAaHHA perynsapHo
OHOBJOBAHOrO 3BITY 3
6e3neku BiANoOBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBEPKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpaiuun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), ans
nikapcbKoro 3acoby
CTaHOBUTD -
BiANOBIAHO A0
nepioguyYHOCTI K ANs
nikapcbKoro 3acoby
nicns gepxasHoi
peecTpauii B YkpaiHi,
AK y nepLuili KpaiHi
CBITY.

niosisieae

TOPACEMIf-
JAPHULA

pO34uH N8 iH ey, 20
Mr/4 mn, no 4 mn B
amnyni, no 5 amnyn y
KOHTYPHIli YapyHKOBI
ynakosLi, no 1
KOHTYPHIli YapyHKOBIi
yMakoBLji B navLi

MpAT
"®apmaueBTuyHa
dipma "AapHuus"

Ykpaina

MpAT
"®apmaueBTn
YyHa dhipma
"fapHuua”

YkpaiHa

peecTpauisi Ha 5 pokiB.
3060B’A3aHHS Npu
BMAaYi peecTpawiiHoro
NOCBiAYEHHS ICHYIOTb —
HajaHHs AeTaslbHOro
onucy cuctemu
ynpaBsiHHA pUsnkamu
y BUrNa4j nnaxy
ynpaBiHHA pu3nKamu
0o 30.10.2017
BiA4NoBigHO A0
nianyHkTy 1.8.2 nyHKTY
1.8 gopartky 5 MNopsaaky
npoBefeHHs
ekcnepTusmn
peecTpauiiHnx
martepianis Ha
nikapcbki 3acobu, Lo

3a peyernmom

He
nionsicae

UA/16245/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

nojatTbCsa Ha
[AepXaBHy peecTpav;iio
(nepepeecTpadito), a
TaKoX eKCrnepTu3n
martepianis npo
BHECEHHS 3MiH 0
peecTpauiiHnx
MaTepianis NpoTArom
4ii peecTtpaviiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3om MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iicCHeHHs
Harnsgy 3a nobivyHuMun
peaxuisiMn Nikapcbkux
3aco6iB, 4,03BOIEHNX
[0 MeMYHOro
3aCcTOCyBaHHS,
3aTBEPKEHOr0
Hakazom MO3 Big 27
rpyaHa 2006 poky
Ne898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
YKkpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUT -
BiANoBigHO A0
nepioguuHoCTi SK Ans
nikapcbKoro 3acoby
nicnsa gepxasHol
peecTpavuii B YkpaiHi,
AK Y NepLuiii KpaiHi
CBITY.

10.

LE®YPOKCUM

NMOPOLLOK A/151 PO34UHY

Opxig ®apma NimiTeq,

IHAis

AcTpan

IHais

peecTpauist Ha 5 pokis

He

UA/16246/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs

ONs iH'ekuin no 750 mr Crepiteu niosisieae
in-bulk y dpnakoHax Ne MpaiiBeT
50, Ne 100 Nimiten

11. | LE®YPOKCUM MOPOLLIOK A1 PO3YMHY Opxig ®apma Nimiteq, IHAjs AcTpan IHAjsA peecTpauis Ha 5 pokis - He UA/16246/01/02
Ans iH'ekuii no 1500 mr CrepiTey nionsieae
in-bulk y donakoHax Ne MpaviBeT
50, Ne 100 Nlimiten

HayanbHuK YnpasniHHA chapmayeBTUYHOT
OIANBHOCTI Ta AKOCTI (papmaveBTUYHOT NPOAYKLiT

T.M. IAacKOBCbKUu




Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

16.08.2017 Ne 944

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOINYHNX MNMPEMAPATIB), AKI

BHOCATbCA A0 AEPXXABHOIO PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa nikapcbko2o dopma sunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs
1. | AEBIT® Kancynu m'ski, no 10 MAT "KuiBcbkuii YkpaiHa NAT YkpaiHa MepepeecTpavis Ha 6e3 peyenma niossieae UA/7362/01/01
Kancyn y 6nictepi; no 10 BiTamiHHWIi 3aBoA”" "KniBcbKuii HeoBOMEXEHMI TePMIH
Kancyny 6nictepi, no 1, BiTaMiHHWI MepioanyHICTb
a6o 3, abono 5 3aBofg" nogaHHA perynspHo
6nicTepi y nayui; no 20 OHOBJIOBAHOrO 3BITY 3
Kancyny 6nictepi, no 1, 6e3nekun BiANOBIAHO A0
a6o 2, abo no 3 Mopsaky 34iACHEeHHS
6nictepun y nauui; no 50 thapmakoHarnagy,
Kancyn y 6nictepi, no 1 3aTBEpAKEHOro
6nictepy y nauui Haka3zom MiHicTepcTBa
O0XOPOHU 3[,0POB’A
YKpaiuu Bif 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa 0OXOPOHYU
3[,0pOB’sA YKpaiHu Big,
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3 NignyHKTOM 3
NYyHKTY 2 rnasn 3
posginy V.
2. | AMAHTAOUHY nopoLuok (cybecTaHuis) y | Moexc KaHtabpa, C.J1. Icnanis "Moexc Icnanis nepepeecTpauis Ha - He UA/6353/01/01
CYNb®AT naketax KaHTabpa, HeoOMEeXeHWI TepMiH niosnsieae
nonieTuneHoBmx Ans CJ."
chapmaLeBTUYHOro
3acTocyBaHHsA
3. | APMAAVH® TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha 3a peyenmom He UA/12306/02/01
060/10HKOI0, N0 125 mr obmexeHo 06MexeHot HeobMeXeHW TepMIH. nionisi2ae
no 30 TabneTok y 6aHL; Bi4NOBIAA/ILHICTIO BiANOBIAA/IbHI
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

no 1 6aHuj B nauuj 3
KapToHy; no 10
TabneTok y 6nictepi; no
3 6nictepu y navui 3
KapToHy

HaykoBo-BuUpOGHMYA
thipma "MIKPOXIM"

cTio HaykoBo-
BMPOGHMYA
thipma
"MIKPOXIM"

30608B'sA3aHHA Npn
BMAAui peecTpaviiiHoro
nocBifAYEHHS ICHYIOTb -
HafjaHHS AeTa/lbHOro
onncy cucTemm
ynpasAiHHA pu3nKamu
y BUMNAAj naHy
ynpaBAiHHA pusnkamu
00 30.10.2017
BiAgMNoBigHO A0
nignyHkTy 1.13 nyHKTY
1 popatky 15 go
Mopsigky npoBeaeHHs
eKcrnepTusmn
peecTpauiitHnx
marepianis Ha
nikapcbki 3acobu, Lo
noAalTbcs Ha
[AepXXaBHy peecTpav,ito
(nepepeecTpadito), a
TaKOX eKkcnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
Marepianis NpoTArom
Aii peecTpadiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
noAaHHA perynsapHo
OHOBJOBAHOrO 3BITY 3
6e3neku BiANOBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainun 19 rpyaHs
2016 poky 3a Ne
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa 0OXOPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BiAgMNoBigHO A0
nepiognyHocCTI
CKNafaHHa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03BONIEHOTO
[0 MeUYHOTo
3aCTOCYBaHHs, Ha
LEHTPasIbHOMY PiBHi.

ADPNYBIH®
NMEHUMKNOBIP

Kpem 1 % no 2 r B Ty6i,
no 1 Ty6i y KapTOHHiii
Kopoo6ui

TOB "OMETA ®APMA
YKPAIHA"

Ykpaina

HoBaprTic
Papma
MpoaykuioHe
v6X

HimeuunHa

MepepeecTpadis Ha
HeobMeXeHu TepMiH;
3MiHn | TURY - 3MiHK
om0
6e3nekn/etheKkTUBHOCTI
Ta chapmakoHarnagy.
3MiHa y KopoTkili
XapaKkTepucTuLli
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHA Ta
IHCTpYKLUiT Ana
MeJNYHOro
3acTocyBaHHA Ha
nigcTasi perynsipHo
OHOB/OBAHOrO 3BITY 3
6e3nekun Nikapcbkoro
3acoby, abo
LocnigpkeHb 3 6e3neku
3acTocyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpauiiHnii
nepiog, abo sk
pes3ynbTaT OLiHKY 3BITY
3 foCnigKeHb,
npoBefeHnx
Bi4NOBIAHO A0 NnaHy
negjaTpuyuHmx
pocnipxeHb (PIP) (iHwi
3MiHW) - 3MiHK
BHECEHO [0 iIHCTPYKL,i
AN MegnyHoro
3aCTOCYyBaHHSA
npenapary A0 po3ginis

6e3 peyenma

niosisieae

UA/7440/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

"Mo6iuHi peakw,i”,
"3acTocyBaHHs Y
nepiog, BaritHocTi abo
rogyBaHHa rpyaaro”
(YyTOYHEHHSA
iHchopmawii),
"Ocob6nvmBocTi
3acTocyBaHHs"
BiANOBIAHO A0
marepianis
peecTpaLiiHoro AocbeE.

MepiognyHicTb
NoAaHHA perynsapHo
OHOB/IOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBepIKeHOro
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpaiuun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3 MignyHKTOM 3
NyHKTY 2 rnasn 3
posginy V.

FABAMEHTUH

MOPOLLIOK (cybcTaHuis) y
nonieTMNeHoBUxX
nakeTtax gns
BMPOGHMLTBA
HecTepuIbHNX
nNikapcbknx opm

XIKAN Nitg,

IHais

XIKAN Nt

IHais

MepepeecTpadis Ha
HeoOMEXEHWI TepMiH

He
nionsicae

UA/6811/01/01

AEHTO/ 10,0 %

renb ansa sacex, 100 mr/r,
no 15 ry Ty6i, no 1 Ty6i
Y KapTOHHIli kopoobLi

dapmacaiiHc IHk.

KaHaga

dapmacaiiHc
IHK.

KaHaga

MepepeecTpadis Ha
HeobMeXeHWi TepMiH;
3MiHn | TURY - 3MiHK
oo
6e3nekn/etheKTUBHOCTI
Ta chapmakoHarnagy.

6e3 peyenma

nionsizae

UA/6287/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

3MiHa y KopoTkili
XapaxkTepucTuLli
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHA Ta
IHCTpYKUiT Ansa
MefNYHOro
3acToCyBaHHA Ha
nigcTasi perynspHo
OHOBJOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo
LocnimpkeHb 3 6e3neku
3acTocyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpavyjinHuii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY
3 fOCNifKEHD,
npoBefeHnx
Bi4NOBIAHO A0 NnaHy
negjiaTpuyHmx
pocnigxeHs (PIP)
(3MiHyY y3rofxeHo 3
KOMMNETEHTHUM
YNOBHOBaXEHUM
opraHom) - 3MiHn
BHECEHO [10 iHCTPYKL,i
AN MegnyHoro
3aCTOCYBaHHSA
nikapcbKoro 3acoby o
po3gainis "Mo6iyHi
peaxuii”, "Oitn"
(yTOUHEHHS
iHchopmawii),
"Oco611BOCTi
3acTocyBaHHA"
BiAgMNoBigHO A0
OHOB/EHOT iHhopmaLi
3 6e3neku gitoyoi
PeyoBUHN.
3060B’s3aHHSA Npu
BMAAYi peecTpauiiHoro
NoCBiAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHOro
onucy cuctemu
ynpaBAiHHA pUsnkamu
y BUrNaAj nnaxy
ynpasAiHHA pu3nKamu
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

Ta [ONOBHEHHS A0
ornsaay KniHiYHnX
naHux oo 30.10.2017
BigMnoBigHO Ao
nignyHkTy 1.13 nyHKTY
1, NignyHKTY 2.3 NyHKTY
2 popatky 15 go
Mopsiaky NpoBeaeHHS
ekcnepTusmn
peecTpauiiHnx
martepianis Ha
nikapcbki 3acobu, Lo
nojatTbCsa Ha
[AepXaBHy peecTpav;iio
(nepepeecTtpadito), a
TaKoX eKCrnepTu3n
martepianis npo
BHECEHHS 3MiH 0
peecTpauiiHnx
MaTepianis NpoTArom
4ii peecTtpaviiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3om MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
YKkpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
po3giny V.
7. | DEHTON 7,5 % renb ons Acex, 75 mr/r, dapmacaiiHc IHk. KaHapa dapmacaiiHc KaHapa MepepeecTpavia Ha 6e3 peyenma nionsieae UA/6287/01/02
no 15 ry Ty6i, no 1 Ty6i IHK. HeobMeXeHW TepPMIH;

Y KapTOHHIli Kopobui

3MiHu | TURY - 3MiHK
om0
6e3nekn/etPeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapaxkTepucTui
nikapcbKoro 3acooby,
TEKCTi MapkyBaHHS Ta
IHCTpYKUii gns
MeAn4yHOro
3acTocyBaHHA Ha
nigctasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii
nepiog, abo sk
pe3ynbTaTt OLiHK/ 3BITy
3 fOCNigpKEHDb,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjiaTpuyHnx
pocnipkeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHn
BHECEHO [0 iHCTPYKL,i
AN MeguyHoro
3acTocyBaHHS
nikapcbkoro 3acoby Ao
po3ainis "Mo6iuHi
peakyii”, "Oitn"
(yTOUYHEHHS
iHbopmawii),
"Ocob6nuBocCTi
3acTocyBaHHsA"
BiA4NoBigHO A0
OHOB/IEHOT iHdopMaLLii
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

3 6esneku gjtoyoil
PeyoBUHN.
30608B’A3aHHA Npn
BMAAYi peecTpaviiiHoro
NOCBIAYEHHS ICHYIOTb -
HajaHHS AeTalbHOro
onncy cucTemm
ynpaBAiHHA pusnkamu
y BUrNAAj nnaxy
ynpaBAiHHA pUsnkamu
Ta [ONOBHEHHS A0
ornsay KNiHiYHnX
paHux oo 30.10.2017
BiANoBigHO A0
nignyHKTy 1.13 NyHKTY
1, nignyHKTy 2.3 NyHKTY
2 popatky 15 no
Mopagky nposefeHHA
eKcrnepTusn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobu, Lo
nojatTbcs Ha
LepXaBHY peecTpaLito
(nepepeecTpauito), a
TaKoX eKCnepTu3mn
marepianis npo
BHECEHHSA 3MiH [0
peecTpauiiHnx
mMarepianis NpoTArom
aii peecTpaduiiHoro
NoCBiAYEHHS,
3aTBEPAXKEHOIO
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pegakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognyHicTb
nofAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BigNoBigHO J0
Mopsaky 34iiCHEeHHs
dhapmakoHarnsgy,
3aTBEPAXKEHOIO
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpaiHu Bif 27 rpygHs
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs

2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainm 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3

posginy V.

8. | AUroKCWH Tabnetkn no 0,25 mrin My6niuHe akuioHepHe YkpaiHa My6niyHe YkpaiHa MepepeecTpauis Ha - He UA/11082/01/01
bulk: no 1 kr Tabnetoky | TOBapucTBO "HaykoBo- akujioHepHe HEoOMEeXeHW TeEPMIH. niosisi2ae
noasiiHomy BUPOBHNYMIA LIEHTP TOBapUCTBO 3060B'A3aHHSA Npn
nonieTMIeHoBOMY nakeTi "BopLuariscbkuii "HaykoBo- BMAAYi peecTpaviiiHoro

XimiKo- BMPOGHUYNIA NocBiAYEHHS ICHYIOTb -
chapmaLeBTUYHNI LeHTp HajaHHs AeTaslbHOro
3aBog" "Bopuiariscbk onucy cuctemu
i XimiKo- yNpaBiHHA py3nKamu
hapmaveBTny y BUrNa4j nnaxy
Hui1 3aBoa” yNpaBAiHHA pu3nKamu

Ta [ONOBHEHHS A0
ornsaay KniHiYHnX
naHux oo 30.10.2017
BiAgNoBigHO A0
nignyHkTy 1.13 nyHKTY
1, nignyHKTYy 2.3 NyHKTY
2 popatky 15 no
Mopsiaky NpoBeAeHHS
ekcnepTusmn
peecTpauiiHnx
martepianis Ha
nikapcbki 3acobu, Lo
nojatTbcsa Ha
[AepXaBHy peecTpavito
(nepepeecTpauito), a
TaKoX eKCrnepTusmn
martepianis npo
BHECEHHS 3MiH 0
peecTpauiiHnx
MaTepianis NpoTArom
4ii peectpauiiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Hakasom MO3 Big
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
po3giny V.

ANTOKCUH

Tabnetku no 0,25 Mr no
20 TabneTok y 6nictepi;
no 2 6nictepu B navu,i 3
KapToHy

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BVPOGHWYMNIA LEHTP
"BopLyariBcbkuii
XimiKO-
hapmaLeBTUYHNI
3asof”

YkpaiHa

My6niuHe
aKujioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LeHTp
"BopLuariBcbk
i XimiKo-
thapmavneBTuy
Hui1 3aBoa”

YKpaiHa

MepepeecTpalis Ha
HEeoOMeXeHWn TEPMIH.
3MiHu | TURY - 3MiHK
om0
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapaxkTepucTui
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHA Ta
IHCTpYKUii gns
MeAn4yHOro
3acTocyBaHHA Ha
nigctasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B

3a peyenmom

He
nionsiecae

UA/7365/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

nicnspeecTpauiiinii
nepiog, abo sk
pesynbTaTt OLiHK/ 3BITy
3 AoCNigpKeHb,
npoBefeHnx
BIANOBIAHO A0 NnaHy
negjiaTpuyHnx
pocnigpkeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHn
BHECEHO [0 iHCTPYKL,i
AN MeguyHoro
3acToCyBaHHS
npenapary Ao po3ginis
"B3aemogis 3 iHWMun
nikapcbkrMmn 3acobamu
Ta iHWi BUAn
B3aemogiin",
"Ocob6nuBocTi
3acTocyBaHHa", "
Mepepo3ysaHHA"
BiANOBIAHO A0
OHOBJIEHOT iHdhopMmaLii
3 6e3neku ajtoyol
pPeyoBUHN.

3060B’sA3aHHSA Npu
BUAaui peectpauiiHoro
NoCBiAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHOro
onucy cuctemu
ynpaBiHHA pUsnkamu
y BUrNaAj nnaxy
ynpaB/liHHA pU3nMKammn
Ta [ONOBHEHHS A0
ornsaay KniHiYHnX
naHux oo 30.10.2017
BigMnoBigHO Ao
nignyHkTy 1.13 nyHKTY
1, NignyHKTY 2.3 NyHKTY
2 popatky 15 go
Mopsigky npoBeaeHHS
eKkcnepTusmn
peecTpauiiHnx
mMartepianis Ha
nikapcbki 3acobu, Lo
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

nojatTbCsa Ha
[AepXaBHy peecTpav;iio
(nepepeecTpadito), a
TaKoX eKCrnepTu3n
martepianis npo
BHECEHHS 3MiH 0
peecTpauiiHnx
MaTepianis NpoTArom
4ii peecTpadiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3om MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iicCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
po3giny V.

10.

OAYDANAK®

cupon, 667 mr/1 mn, no
200 mn, a6o no 300 mn,
a6o no 500 mn, abo no
1000 mn 'y chnakoHi 3

nonietuneny; no 15 mny

nakeTuky; no 10, a6o no
20, abo no 50 nakeTukis
Y KaPTOHHIli kopobui

AB6OTT Xesickea
Mpopaktc b.B.

HigepnaHaun

A660TT
Bionogxikan3
B.B.

HigepnaHan

MepepeecTpalis Ha
HEOOMEXEHN TEPMIH;
3MiHu | TURY - 3MiHK
om0
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnagy.
BBeneHHA abo 3MiHn
[0 y3arasibHeHnx

6e3 peyenma

nionsicae

UA/3255/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

[aHux npo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHNX JaHnx
npo cuctemy
thapmakoHarnagy,
3MiHa yNOBHOBaXEHOT
ocobw, BignosiganbHOT
3a 3AjiiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOI 0cobu 3
thapmakoHarnsgy
3asBHUKa 414
3[iiCHEHHS
thapmakoHarnagy B
YkpaiHi, KO0 BOHA
BigMiHHa Bif,
yNOBHOBaXEHOI 0cobu,
BignoBiga/IbHOI 3a
3[iACHEeHHS
thapmakoHarnsgy
(BK/IIOUAKOUN KOHTaKTHI
[aHi) Ta/abo 3MiHK Yy
PO3MiLLEeHHi macTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXXEHOT
ocobu. 3miHa
KOHTaKTHUX AaHWX
KOHTaKTHOI 0cobm.
3MiHu Il TUny - 3MiHn
oo
6e3nekn/eheKTUBHOCTI
Ta thapmakoHarnagy.
3MiHW y KOpOTKili
XapakTepucTumui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta
iHCTpYyKUii ans
MeAn4yHOro
3aCTOCYBaHHSA y
3B’A3KY i3 HOBUMU
OaHUMK 3 AKOCTI,
LOKNIHIYHUMK,
KNHIYHUMW faHMK Ta
JaHuMu 3
hapmakoHarnagy.
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

3MiHV BHECEHOo A0
IHCTpYKLUiT Ana
MefNYHOro
3acTocyBaHHSA
npenapary 10 po3ginis
"B3aemogis 3 iHW1MK
nikapcbkrMu 3acobamm
Ta iHWi BUan
B3aemogiit",
"Ocob6nvmBocTi
3acTocyBaHHs"
BiANOBIAHO A0
marepianis
peecTpaLiiHoro AocbeE.

MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iicCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
po3giny V

11.

AYDACTOH®

TabneTkn, BKpUTI
N1iBKOBOK 060/10HKOIO,
no 10 wr, no 20
Tabnetok y 6nictepi; no
1 6nicTepy B KAPTOHHiIl
Kopo6ui; no 14 a6o 28
Tabnetok y 6nictepi; no
1 6nicTepy B KAPTOHHiIl

AB6OTT Xesickea
Mpopaktc b.B.

HigepnaHaun

A660TT
Bionogxikan3
B.B.

HigepnaHan

MepepeecTpalis Ha
HEOOMEXEHN TEPMIH;
3MiHu | TURY - 3MiHK
om0
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnagy.
BBeneHHA abo 3MiHn
[0 y3arasibHeHnx

3a peyenmom

He
nionsiecae

UA/3074/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
Kopoo6Ui [aHvX Npo cuctemy
chapmakoHarnsgy
(BBEAEHHSA

y3arasibHeHNX JaHnx
npo cuctemy
thapmakoHarnagy,
3MiHa yNOBHOBaXEHOT
ocobw, BignosiganbHOT
3a 3AjiiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOI 0cobu 3
thapmakoHarnsgy
3asBHUKa 414
3[iiCHEHHS
thapmakoHarnagy B
YkpaiHi, KO0 BOHA
BigMiHHa Bif,
yNOBHOBaXEHOI 0cobu,
BignoBiga/IbHOI 3a
3[iACHEeHHS
thapmakoHarnsgy
(BK/IIOUAKOUN KOHTaKTHI
[aHi) Ta/abo 3MiHK Yy
PO3MiLLEeHHi macTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXXEHOT
ocobu. 3miHa
KOHTaKTHUX AaHWX
KOHTaKTHOI 0cobm.
3MiHu Il TUny - 3MiHn
oo
6e3nekn/eheKTUBHOCTI
Ta thapmakoHarnagy.
3MiHW y KOpOTKili
XapakTepucTumui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta
iHCTpYyKUii ans
MeAn4yHOro
3aCTOCYBaHHSA y
3B’A3KY i3 HOBUMU
OaHUMK 3 AKOCTI,
LOKNIHIYHUMK,
KNHIYHUMW faHMK Ta
JaHuMu 3
hapmakoHarnagy
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

3MiHV BHECEHOo A0
IHCTpYKUiT Ansa
MefNYHOro
3acTocyBaHHsA
npenapary 10 po3ginis
"Ocob6nuBocCTi
3aCcToCyBaHHA",
"3acTocyBaHHs Y
nepiog, BaritHocTi abo
rogysaHHsa rpyaato”,
"Mo6iuHi peakwyji
BiANOBIAHO A0
marepianis
peecTpaLiiHoro AocbeE.

MepiognyHicTb
nofAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn BigNoBigHO J0
Mopsaky 34jiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainm 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
posginy V

12.

ETOHIN

Masb 1% nol5ry
6aHkax; no 1 6aHLi B
naJui 3 kKapToHy; no 15 r
y Ty6ax; no 1 1y6i y
nauuj 3 KapToHy

MNAT "Ny6Hucbapm”

YkpaiHa

MNAT
"Nly6Hnchapm"”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHW TepMIH.

30608’A3aHHA Npn
BMAaYi peecTpaviiiHoro
NOCBIAYEHHS ICHYIOTb -
HajaHHs1 AeTa/lbHOro

6e3 peyenma

nionsiecae

UA/6734/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

onncy cucTemm
ynpaBAiHHA pusnkamu
y BUrNAAj nnaxy
ynpaBiHHA pUsnkamu
Ta [ONOBHEHHS A0
ornsay KNiHiYHnX
paHux oo 30.10.2017
BiANoBigHO A0
nignyHKTy 1.13 NyHKTY
1, nignyHKTy 2.3 NyHKTY
2 popatky 15 no
Mopagky nposefeHHA
eKcrnepTusn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobu, Lo
nojatTbcsa Ha
LepXaBHY peecTpaLito
(nepepeecTpauito), a
TaKoX eKCrnepTu3mn
marepianis npo
BHECEHHSA 3MiH [0
peecTpauiiHnx
mMarepianis NpoTArom
aii peecTpadiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pegakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognyHicTb
noAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BignNoBigHO J0
Mopsaky 34iicHEeHHs
dhapmakoHarnsgy,
3aTBEPKEHOrO
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHoOCTI
CKnafaHHa perynspHo
OHOBJOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3aco6by, J03BOIEHOrO
[0 MefUyYHOro
3aCTOCyBaHHS, Ha
LleHTpa/IbHOMY piBHi.

13.

E®INIM®

MOPOLLIOK A5 iH'EKL No
1ry cnakoHi, no 1
dhnakoHy B KOpo6Li 3
KapToHYy

Opxig ®apma Nimiteq,

IHais

AcTpan
Crepitey
MpaiiBeT

Nimiten

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMIH.
3MiHu | TUny - 3MiHn
oo
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapakTepucTumui
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
iHCTpYyKUii gns
MeAnYHOro
3acTocyBaHHS Ha
nigctasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnimkeHs 3 6e3neku
3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BiTy
3 foCNifKeHb,
npoBefeHnx
BiANOBIAHO A0 NiaHy
negiaTpuyuHmnx
pocnigxeHb (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHn
BHECEHO [0 IHCTPYKLi
AN MegnvHoro

3a peyenmom

He
niosisieae

UA/4468/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
3acTOCyBaHHs

npenapary 1o po3ginis
"®apmMaKonorivHi
Bractneocti"
(YyTOYHEHHSA
hopmy oBaHHS),
"Ocob6nvmBocTi
3aCTOCyBaHHSA",
"Mo6iuHi peakw,ii”,
"3acTocyBaHHA Y
nepiog, BaritHocTi abo
rogyBaHHsA rpyaar”,
"3p4aTHICTb BNANBaTH
Ha WBNAKICTb peaku;i
npy KepyBaHHi
aBTOTpPaHcnopTomM abo
IHLIMMYK MexaHi3mamn®,
"B3aemogis 3 iHW1MK
nikapcbkrMu 3acobamm
abo iHWi Buan
B3aeMOZji" BignoBigHO
[,0 OHOBNEHOT
iHchopmawii 3 6e3neku
Lito40i pevoBUHM
"uedpenimy".

30608B’a3aHHA Npu
BMAAYi peecTpaviiiHoro
NOCBIAYEHHS ICHYIOTb -
HafaHHA AeTa/IbHOro
onncy cucTemm
ynpaBAiHHA pusnkamu
y BUrNAAj nnaxy
ynpaBiHHA pUsnkamu
0o 07.10.2017 Ta
[OMNOBHEHHA A0 ornsgy
KAIHIYHUX AaHUX A0
30.10.2017 BignosigHO
Ao nignyxkty 1.13
nyHkTy 1, nignyHkTy 2.3
NYHKTY 2 gogatky 15
o MNopsaaky
npoBefeHHs
eKcrnepTusmn
peecTpauiitHnx
marepianis Ha
nikapcbki 3acobu, Lo
noAalTbcs Ha
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

[AepXXaBHy peecTpav,ito
(nepepeecTpadito), a
TaKOX eKkcnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiitHux
Marepianis NpoTArom
Aii peecTpadiiHoro
NOCBiAYEHHS,
3aTBEPAKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
noAaHHA perynsapHo
OHOBJOBAHOrO 3BITY 3
6e3neku BigNoOBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBEPKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BiAgMNoBigHO A0
nepiognyHocCTi
CKNafaHHa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03BONIEHOTO
[0 MeMYHOro
3aCTOCyBaHHS, Ha
LEeHTPasIbHOMY PiBHi.

14.

30PETPOH

TabneTku, BKPUTI
060/10HKOH0, N0 8 Mr M0

dapmacaiiHc IHk.

KaHaga

dapmacaiiHc
IHK.

KaHaga

MepepeecTpadis Ha
HeobMeXeHu TepMiH;

3a peyernmom

He
nionsicae

UA/5762/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
5 Tabnetok y 6nictepi; 3MiHn | TURY - 3MiHK
no 2 6nictepu y kopobui uono
6e3nekn/etPeKTUBHOCTI

Ta thapmakoHarnagy.
3MiHU Y KOpOTKili
XapakrepucTumui

nikapcbKoro 3acoby,

TEKCTi MapkyBaHHA Ta

IHCTpYKUiT ans
MeAn4YHOro
3aCTOCYyBaHHSA
reHepuyHUX/riGpuaHNX/
6ionoaibHmx
nikapcbknx 3acobis
nicns BHeCeHHs Tiel
camoi 3MiH1 Ha
pechepeHTHuiA
npenapar (3miHa He
noTpebye HafaHHA
XKOLHNX HOBMX

[0AATKOBUX AaHuX) -
3MiHV BHECEHO A0

IHCTpYKUiT Ans
MeAnYHOro
3acTocyBaHHSA

nikapcbkoro 3acoby o

po3ginis
"MpoTunokasaHHa",
"Cnoci6 3acTocyBaHHs
Ta gosun", "B3aemogijs 3
IHLUMMK NiKapCbKMK
3acobamu Ta iHWi BUan
B3aemogiit",
"Ocob6nvmBocTi
3aCTOCyBaHHSA",
"MNepepo3yBaHHA",
"Mo6iuHi peakwyji"
BiANoBigHO A0
iHchopmawyii
pedhepeHTHOro
nikapcbkoro 3acoby,
AKUIA B YKpaiHi He
3apeecTpoBaHuii
(Zofran, tab. 4 mg, 8
mg, GlaxoSmithKline
Inc.), BUCHOBKY
KOHCY/NbTaTUBHO-
EeKCMnepTHOI rpynu
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

"OHKonoris. Jlikapcbki
3acobmn”

30608B'A3aHHA Npn
BMAAui peecTpaviiiHoro
NocBiAYEHHS ICHYIOTb -
HafjaHHs AeTa/lbHOro
onucy cucTemm
ynpasAiHHA pu3nKamu
y BUMNAAj niaHy
ynpaBAiHHA pusnkamu
Ta AOMNOBHEHHA A0
ornagy KiHiYHMX
naHux go 30.10.2017
BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY
1, NianyHKTY 2.3 NYHKTY
2 popatky 15 no
Mopsigky npoBefeHHs
eKcrnepTusmn
peecTpauiiHux
marepianis Ha
nikapcbki 3acobu, Lo
noAarTbcs Ha
[AepXXaBHy peecTpav,ito
(nepepeecTpadito), a
TaKOX eKkcnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux
Marepianis NpoTArom
Aii peecTpadiiHoro
NOCBIAYEHHS,
3aTBEPKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
noAaHHA perynsapHo
OHOB/IOBAHOrO 3BITY 3
6e3neku BiANoOBiAHO A0
Mopsaaky 3AiACHEeHHA
thapmakoHarnagy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
O0XOPOHW 3[10POB’'A
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

YKpaiHu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B

MiHicTepcTBi tocTULi
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy

MiHicTepcTBa OXOPOHYU

340pOB’A YKpaiHu Bif

26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:

3rigHO 3 MignyHKTOM 3

NYyHKTY 2 rnasn 3
posginy V.

15.

KABIHTOH

KOHLeHTpaT Ans
pO34uHy ANns iHQysil, 5
Mr/MA1 N0 2 M B aMnyfi;
no5Samnyny
nnacTukoBili hopmi; no
2 nnacTukosi hopmu B
yrakoBLi

BAT "T'egeoH Pixtep"

YropwmHa

BAT "TeneoH
PixTep"

YropuwmHa

MepepeecTpadis Ha
HeobMeXeHu TEpPMIH.
3MiHn | TURY - 3MiHK
om0
6e3nekn/etheKkTUBHOCTI
Ta chapmakoHarnagy.
3MiHa y KopoTkili
XapaKkTepucTuLli
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHA Ta
IHCTpYKLUiT Ana
MeJNYHOro
3acTocyBaHHA Ha
nigcTasi perynsipHo
OHOB/OBAHOrO 3BITY 3
6e3nekun Nikapcbkoro
3acoby, abo
LocnigpkeHb 3 6e3neku
3acTocyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpauiiHnii
nepiog, abo sk
pes3ynbTaT OLiHKY 3BITY
3 foCnigKeHb,
npoBefeHnx
Bi4NOBIAHO A0 NnaHy
negjaTpuyuHmx
pocnipxeHb (PIP) (iHwi
3MiHK) - (3MiHK
BHECEHO [0 iIHCTPYKL,i
AN MegnyHoro
3aCTOCYyBaHHSA
npenapary A0 po3ginis

3a peyernmom

He
nionsicae

UA/4854/02/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

"Oco6nmBOCTi
3aCTOCyBaHHSA",
"HecymicHicTb"

BigMnoBigHO Ao

martepianis
peecTpavuiiHoro Aocke
Ta iHdhopmauii wozao
6e3nekun giroyoi Ta
[IOMOMDKHUX PEYOBUH)

MepiognyHicTb
NOAAHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBigHO A0
nepiognyHocCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [J03BO/IEHOrO
[0 MeN4HOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi.

16.

KABIHTOH

Tabnetkn no 5 mr, no 25
TabneTok y 6nictepi; no
2 bnicTepu y KapTOHHii

ynakoBLi

BAT "T'efieoH Pixtep"

YropLmHa

BAT "TepeoH
PixTep"

YropuimHa

MepepeecTpauis Ha
HEOOMEXEHN TEPMIH;
3MiHu | TURY - 3MiHK
woao
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KopoTkili
XapakTepucTuui

3a peyenmom

He
nionsiecae

UA/4854/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

nikapcbKkoro 3acooby,
TEKCTi MapkyBaHHA Ta
IHCTpYKUiT ans
MeAn4YHOro
3acTocyBaHHS Ha
nigcrasi perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii
nepiog, abo sk
pesynbTaTt OLiHK/ 3BITy
3 foCNigpKeHb,
npoBefeHnx
BiAANOBIAHO A0 NnaHy
negjiaTpuyHnx
pocnipkeHb (PIP) (iHwi
3MiHW) - 3MiHK
BHECEHO [0 iHCTPYKL,i
AN MegnyHoro
3acTocyBaHHsA
npenapary Ao po3ginis
"B3aemogis 3 iHW1Mun
nikapcbkrMmn 3acobamu
Ta iHWi BUAn
B3aemogiit","Ocobimso
CTi 3acTOCyBaHHS",
"3acTocyBaHHA Y
nepiog BariTHOCTi Ta
rogyBaHHsA rpyaar”,
"3p4aTHICTb BNAMBaTH
Ha WBUAKICTb peaku;i
npy KepyBaHHi
aBTOTpPaHcnopTomM abo
IHLIMMK MexaHi3mamn®,
"Mepeno3syBaHHA"
BigMnoBigHO Ao
martepianis
peecTpavuiiHoro Aockbe
Ta 6e3nekun
3aCTOCYyBaHHA Aitoyol
pPeyoBUHN.

MepiognyHicTb
NoAaHHA perynspHo
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHEeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
YKkpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHU
3[10pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBigHO A0
nepiognyHoCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BOSIEHOrO
[0 MeN4HOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi.

17.

KBETIMNIH

TabneTkn, BKpUTI
060/10HKO10, No 25 Mr;
no 10 TabneTok y
6nictepi; no 3 6nictepn
B KApPTOHHIli Kopobu,i

dapmacaiiHc IHk.

KaHaga

dapmacaiiHc
IHK.

KaHaga

MepepeecTpalis Ha
HEeoOMeXeHWn TEPMIH.
3MiHu | TURY - 3MiHK
om0
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnagy.
3MiHU Y KOPOTKili
XapaxkTepucTui
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHA Ta
IHCTpYKUii gns
MeAn4yHOro
3aCTOCYyBaHHSA
reHepuyHUX/riopuaHnX/
6ionoaibHmx
nikapcbknx 3acobis
nicns BHECEHHs Tiel
camoi 3MiH1 Ha
pechepeHTHuiA
npenapar (3miHa He

3a peyenmom

He
nionsiecae

UA/12146/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs

noTpebye HafaHHA
XKOLHNX HOBMX
[0AATKOBUX AaHuX) -
3MiHV BHECEHO A0
IHCTpYKUiT Ans
MefNYHOro
3acTocyBaHHSA
nikapcbkoro 3acoby o
po3ainis "B3aemogis 3
IHLUMMK NiKapCbKMM
3acobamu Ta iHWi BUau
B3aemopiit",
"OcobnvmBocTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y
nepiog, BariTHOCTi abo
rogysaHHsa rpyaar”,
"MNepepo3yBaHHA",
"Mo6iuHi peakwyji"
BiANoBigHO A0
iHchopmawyii
pedhepeHTHOro
nikapcbkoro 3acoby,
AKUIA B YKpaiHi He
3apeecTpoBaHuii
(Seroquel, film coated
tab., 25, 100, 200, 300,
AstraZeneca).
3060B’sA3aHHSA Npu
BMAAui peecTpauiiHoro
NoCBiAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHOro
onucy cuctemu
ynpaBiHHA pUsnkamu
y BUrNaAj nnaxy
ynpasAiHHA pu3nKamu
Ta [ONOBHEHHS A0
ornsaay KniHiYHnX
naHux oo 30.10.2017
BigMnoBigHO Ao
nignyHkTy 1.13 nyHKTY
1, NignyHKTY 2.3 NyHKTY
2 popatky 15 go
Mopsigky npoBeaeHHS
eKkcnepTusmn
peecTpauiiHnx
mMartepianis Ha
nikapcbki 3acobu, Lo
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

nojatTbCsa Ha
[AepXaBHy peecTpav;iio
(nepepeecTpadito), a
TaKoX eKCrnepTu3n
martepianis npo
BHECEHHS 3MiH 0
peecTpauiiHnx
MaTepianis NpoTArom
4ii peecTpadiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3om MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iicCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
po3giny V.

18.

KBETIMNIH

TabneTkn, BKpUTI
060/10HKO0, Nno 100 wmr;
no 10 TabneTok y
6nictepi; no 3 6nictepn
B KApPTOHHIli Kopobu,i

dapmacaiiHc IHk.

KaHaga

dapmacaiiHc
IHK.

KaHaga

MepepeecTpauis Ha
HeoOMeXeHW TEPMIH.
3MiHu | TURY - 3MiHK
woao
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHU Y KOpOTKili
XapakTepucTuui

3a peyenmom

He
nionsiecae

UA/12146/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs

nikapcbKkoro 3acooby,
TEKCTi MapkyBaHHA Ta
IHCTpYKUiT ans
MeAn4YHOro
3aCTOCYBaHHSA
reHepuyHUX/riopuaHNX/
6ionoaibHmx
nikapcbKknx 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHu1 Ha
pechepeHTHuiA
npenapar (3miHa He
noTpebye HafiaHHA
XOLHNX HOBMX
[0AATKOBUX AaHuX) -
3MiHV BHECEHOo A0
IHCTpYKUiT Ans
MeAnYHOro
3acTocyBaHHSA
nikapcbkoro 3acoby o
po3ainis "B3aemogis 3
IHLUMMK NiKapCbKMK
3acobamu Ta iHWi BUan
B3aemogiit",
"Ocob6nvmBocTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y
nepiog, BariTHoCTi abo
rogysaHHsa rpyaar”,
"MNepepo3yBaHHA",
"Mo6iuHi peakwyji"
BiANoBigHO A0
iHchopmawyii
pedhepeHTHOro
nikapcbkoro 3acoby,
AKUIA B YKpaiHi He
3apeecTpoBaHuii
(Seroquel, film coated
tab., 25, 100, 200, 300,
AstraZeneca).
3060B’s3aHHSA Npu
BMAAYi peecTpauiiHoro
NoCBiAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHOro
onncy cucTemm
ynpaBAiHHA pUsnkamu
y BUrNaAj nnaxy

ynpasAiHHA pu3nKamu
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

Ta [ONOBHEHHS A0
ornsaay KniHiYHnX
naHux oo 30.10.2017
BigMnoBigHO Ao
nignyHkTy 1.13 nyHKTY
1, NignyHKTY 2.3 NyHKTY
2 popatky 15 go
Mopsiaky NpoBeaeHHS
ekcnepTusmn
peecTpauiiHnx
martepianis Ha
nikapcbki 3acobu, Lo
nojatTbCsa Ha
[AepXaBHy peecTpav;iio
(nepepeecTtpadito), a
TaKoX eKCrnepTu3n
martepianis npo
BHECEHHS 3MiH 0
peecTpauiiHnx
MaTepianis NpoTArom
4ii peecTtpaviiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3om MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
YKkpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
po3giny V.
19. | KBETIMIH TabneTkn, BKpUTI dapmacaiiHc IHk. KaHapa dapmacaiiHc KaHapa MepepeecTpavia Ha 3a peyenmom He UA/12146/01/03
060/10HKO0, No 200 mr; IHK. HEOOMEXEHU TEPMIH. nionsizae

no 10 TabneTok y
6nictepi; no 3 6nictepn
B KApPTOHHIli Kopobu,i

3MiHu | TURY - 3MiHK
om0
6e3nekn/etPeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHU Y KOpOTKili
XapaxkTepucTui
nikapcbKoro 3acooby,
TEKCTi MapkyBaHHS Ta
IHCTpYKUii gns
MeAn4yHOro
3aCTOCYyBaHHSA
reHepuyHUX/riopuaHnX/
6ionoaioHMx
nikapcbknx 3acobis
nicns BHECEHHs Tiel
camoi 3MiH1 Ha
pechepeHTHuiA
npenapar (3miHa He
noTpebye HafaHHA
XKOLHNX HOBMX
[0AAaTKOBUX AaHuX) -
3MiHV BHECeHo Ao
IHCTpYKUiT Ans
MeAMYHOro
3acToCcyBaHHSA
nikapcbKoro 3acoby o
po3ginis "B3aemogis 3
HLUMMKN NiKapCbKMM
3acobamu Ta iHWi BUan
B3aemMogijin",
"OcobnvmBocTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y
nepiog, BariTHocTi abo
rogysaHHsa rpyaar”,
"MNepepo3yBaHHA",
"Mo6iuHi peakwyji
BiA4NoBigHO A0
iHchopmawyii
pechepeHTHOro
NiKapcbKoro 3acooby,
AKUIA B YKpaiHi He
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
3apeecTpoBaHuii

(Seroquel, film coated
tab., 25, 100, 200, 300,
AstraZeneca).
3060B’s3aHHSA Npu
BMAAui peecTpauiiHoro
NoCBiAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHOro
onucy cuctemu
ynpaBAiHHA pUsnkamu
y BUrNaAj nnaxy
ynpasAiHHA pu3nKamu
Ta [ONOBHEHHS A0
ornsaay KniHiYHnX
naHux oo 30.10.2017
BigMnoBigHO Ao
nignyHkTy 1.13 nyHKTY
1, NignyHKTY 2.3 NyHKTY
2 popatky 15 go
Mopsigky npoBeaeHHS
ekcnepTusmn
peecTpauiiHnx
martepianis Ha
nikapcbki 3acobu, Lo
nojatTbCsa Ha
[epXaBHy peecTpav;iio
(nepepeecTtpadito), a
TaKoX eKCrnepTu3n
martepianis npo
BHECEHHS 3MiH 0
peecTpauiiHnx
MaTepianis NpoTArom
4ii peectpaviliHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3om MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Hakaszom MiHicTepcTBa
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

OXOPOHW 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
po3giny V.

20.

KBETIMNIH

TabneTkn, BKpUTI
060/10HKO0, Nno 300 mr;
no 100 TabneTok y
donakoHax

dapmacaiiHc IHk.

KaHaga

dapmacaiiHc
IHK.

KaHaga

MepepeecTpalis Ha
HeoOMeXeHW TEPMIH.
3MiHu | TURY - 3MiHK
om0
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnagy.
3MiHU Y KOPOTKili
XapaxkTepucTui
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHA Ta
IHCTpYKUii gns
MeAn4yHOro
3aCTOCYyBaHHSA
reHepuyHUX/riopuaHnX/
6ionoaibHMx
niKkapcbknx 3acobis
nicns BHECEHHs Tiel
camoi 3MiH1 Ha
pechepeHTHuiA
npenapar (3miHa He
noTpebye HafaHHA
XKOLHNX HOBMX
[0AAaTKOBUX AaHuX) -
3MiHV BHECeHOo A0
IHCTpYKUiT Ans
MeAMYHOro
3acTocyBaHHSA
nikapcbKoro 3acoby o
po3ginis "B3aemogis 3
HLUIMMKN NiKapCbKMM
3acobamu Ta iHWi BUan
B3aemMogijin",

3a peyenmom

He
nionsiecae

UA/12146/01/04
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
"OcobnvmBocTi
3aCTOCyBaHHSA",

"3acTocyBaHHs Y
nepiog, BariTHOCTi abo
rogyBsaHHsa rpyaar”,
"MNepepo3yBaHHA",
"Mo6iyHi peakwyji"
BiANoBigHO A0
iHchopmawyii
pedhepeHTHOro
nikapcbkoro 3acoby,
AKUIA B YKpaiHi He
3apeecTpoBaHuii
(Seroquel, film coated
tab., 25, 100, 200, 300,
AstraZeneca).
3060B’s3aHHSA Npu
BMAAui peecTpauiiHoro
NOCBiAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHOro
onucy cuctemu
ynpaBiHHA pUsnkamu
y BUrNa4j nnaxy
ynpasAiHHA pu3nKamu
Ta [ONOBHEHHS A0
ornsaay KniHiYHnX
naHux oo 30.10.2017
BiAgMNoBigHO A0
nignyHkTy 1.13 nyHKTY
1, NignyHKTY 2.3 NyHKTY
2 popatky 15 no
Mopsigky npoBeaeHHS
eKkcnepTusmn
peecTpauiiHnx
martepianis Ha
nikapcbki 3acobu, Lo
nojatTbCsa Ha
[AepXaBHy peecTpav;iio
(nepepeecTtpauito), a

TaKoX eKCrnepTu3n
martepianis npo
BHECEHHS 3MiH 0
peecTpauiiHnx
MaTepianis NpoTArom
4ii peectpaviliHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Hakasom MO3 Bif
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
po3giny V.

21.

KnmMoaleH

TabneTkn, BKpUTI
060/10HKOI0, M0 28
TabneTok y 6nictepi 3
KafieHAAPHOH0 LIKaOoHo;
no 1 6nictepy B
KapTOHHI KopooLi

Baiiep ®apma Al

HimeuunHa

Baiiep
Baiimap Mv6X
i Ko. KI

HimeyunHa

MepepeecTpalis Ha
HEeoOMeXeHWn TEPMIH.
3MmiHu |l Tuny - 3MiHn
om0
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnagy.
3MiHU Y KOPOTKili
XapaxkTepucTui
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHA Ta
IHCTpYKUii gns
MeAn4yHOro
3acTocyBaHHA Y
3B'AA3KY i3 HOBVMMM
OaHUMM 3 SKOCTI,
OOKNIHIYHUMNA,
KMIHIYHUMW AaHMun Ta
JaHuMu 3
chapmakoHarnsgy -
3MiHV BHECEHO A0

3a peyenmom

He
nionsiecae

UA/7445/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
iHCTpYyKUii ans
MeANYHOTo
3acTocyBaHHS

npenapary Ao po3ginis
"B3aemogis 3 iHWMun
nikapcbkrMun 3acobamu
Ta iHWi BUAn
B3aemogii",
"Ocob6nuBocCTi
3aCToCyBaHHA",
"3paTHICTb BNAMBaTu
Ha LWBWAKICTb peakwil
npu KepyBaHHi
aBTOTpaHcnopToM abo
iHWXMK MeXxaHi3mamm”,
"Mo6iuHi peakwi "
BiANoBigHO A0
marepianis
peecTpauiiHoro AocChbeE.

MepiognyHicTb
noAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn BigNoBigHO J0
Mopsaky 34iiCHEeHHs
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainum 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiuu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHoOCTI
CKnafaHHa perynspHo
OHOB/IOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3aco6by, J03BOIEHOrO
[0 MefiM4yHoro
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
3aCTOCyBaHHS, Ha
LleHTpa/IbHOMY piBHi.
22. | KPATAN ANnA TabneTkun, BKPUTI My6niuHe akuioHepHe YkpaiHa My6niyHe YkpaiHa MepepeecTpauis Ha - He UA/12661/01/01
BITEN NAiBKOBOK 060I0HKOL, ToBapucTBO "HaykoBo- akuioHepHe HeoOMeXeHW TepMiH niosisieae
in bulk no 1000 BVMPOGHWYMNIA LLEHTP TOBapuCcTBO
TabneTok B nakeTax "BopLuariscbkuii "HaykoBo- MepiognyuHicTb
XimiKO- BMPOGHNYNIA NoAaHHsA perynsipHo
chapmaLeBTUYHNI LeHTp OHOBJ/IIOBAHOrO 3BITY 3
3aBog" "Bopuyariscbk 6e3neku BignoBigHO A0
i XimiKo- Mopsaky 34jiACHEeHHS
hapmaveBTny thapmakoHarnsagy,
HWiA 3aBog” 3aTBepPAXEHOro
Haka3zom MiHicTepcTBa
OXOPOHU 30POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
posainy V.
23. | KPATAN ANnsA TabneTkn, BKpUTI My6niyHe akuioHepHe Ykpaina My6niuHe YkpaiHa MepepeecTpauis Ha 6e3 peyenma niosnsiecae UA/12660/01/01
DITEA NAiBKOBOK 000/I0HKO TOBapucTBO "HaykoBo- akuioHepHe HeoOMeXeHW TepMiH
no 10 TabneTok y BUPOBHNYMIA LIEHTP TOBapUCTBO
6nicTepi; no 2 6nictepn "BopLuariBcbkuii "HaykoBo- MepiognyHiCTb
B nauuj 3 kapToHy; no 90 XiMiKO- BMPOGHUYNIA noJaHHsA perynspHo
TabneTtok y chapmaLeBTUYHNI LeHTp OHOBJ/IIOBAHOrO 3BITY 3
KOHTeliHepax; no 90 3aBof” "BopLuariBcbk 6e3nekun BiANOBIAHO A0
TabneToK y KOHTelHepi; i Ximiko- Mopsaky 34iicHeHHS
no 1 koHTeliHepy B naui chapman,eBTuy dhapmakoHarnsgy,
3 KapTOHY Hui1 3aBoa” 3aTBepKeHoro

Haka3zom MiHicTepcTBa
OXOPOHU 34,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
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Ymosu

Peknamys

Homep

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Bionycky

aHHA

peecmpayiliHo2o
nocsio4eHHs1

ynakoska)

Xopsaris

pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
posginy V.
MepepeecTpauis Ha

3a peyenmom

He

UA/12401/01/01

24,

NATAHOKC®

Kpanni o4Hi 0,005 % no
2,5 Mn y donakoHax-
KpanenbHuusax Ne 1, Ne
3

Aapan-IaneHcbkuii
Na6opaTopiit 4.4,

Xopsaris

AfpaH-
[aneHcbkmit
Na6opartopiii
a.n.

HeobMeXeHW TepMiH;
3MiHu | TUnNYy - 3MiHn
oo
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHN Y KOpOTKili
XapakTepucTumui
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
iHCTpYyKUii ans
MeAnYHOro
3acTocyBaHHS
reHepuyHUX/riopuaHnX/
6ionoaibHMX
nikapcbknx 3acobis
nicnsa BHECEHHSA Tiel
camoi 3MiHM Ha
pedhepeHTHU
npenapar (3miHa He
noTpebye HaaaHHA
KOLHNX HOBMX
[0ATKOBUX faHNX) -
3MiHV BHECEeHOo A0
IHCTpYKUiT Ans
MeAnyHOro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby o
po3ginis
"®apmMakonorivHi
BacTmsBocCTi",
"B3aemogisi 3 iHWnMun

Ta iHWi BUAm
B3aemMogijin",
"Oco6umBoCTI
3aCcToCyBaHHSA",
"3acTocyBaHHA Y

nikapcbkrMu 3acob6amu

nepiog BaritTHoCTi a6o

rogyBaHHsa rpyaar'

niosisieae
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

"MNepepo3yBaHHA",
"Mo6iuHi peakwyi
BiANOBIAHO A0
iHchopmawi, sika
3a3HayveHa B [HCTpyKu;i
ANna MefnyHoro
3acToCyBaHHsA
pecepeHTHOro
nikapcbKoro 3acoby
(KCANATAH®, kpanni
OYHi, 1 mn - 50 mKr).

MepiognyHicTb
NoAaHHA perynsapHo
OHOB/IOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBepIKeHOro
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpaiuun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3 MignyHKTOM 3
NyHKTY 2 rnasn 3
posginy V.

25.

MEAAKCOH

MOPOLLOK A/ PO3UUHY
Ans iH'ekuii no 1 r no 10
h1aKoHIB 3 NOPOLLKOM B
KapTOHHI KopooLi

Megokemi NT/,

Kinp

Megokemi
NTA (3aBog
C)

Kinp

MepepeecTpadis Ha
HeobMeXeHu TEpPMIH.
30608’A3aHHA Npn
BMAaYi peecTpaviiiHoro
NOCBIAYEHHS ICHYIOTb —
HaZjaHHA JOMOBHEHHS
[0 ornsapy KNiHivYHMX
naHux go 30.10.2017,
BiANOBIAHO A0
NiANYHKTY 2.3 NyHKTY 2
popartky 15 go
MNopaaky nposefeHHs

3a peyernmom

He
nionsicae

UA/7582/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

eKcrnepTusn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobu, Lo
nojatTbcs Ha
LepXaBHY peecTpaLito
(nepepeecTpauito), a
TaKoX eKCnepTu3mn
marepianis npo
BHECEHHSA 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
aii peecTpaduiiHoro
NoCBiAYEHHS,
3aTBEPIKEHOr0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pegakuii Hakasy MO3
Big 23.07.2015 Ne
460). MepioAnyHICTb
nofaHHA perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
YKkpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
po3giny V.

26.

MEAAKCOH

MOPOLLOK A4/151 PO3UNHY
Ans iH'ekuii no 2 r no 10
h1aKoHIB 3 NOPOLLKOM B
KapTOHHIA KOpooLi

Mepokemi NT/,

Kinp

Megokemi
NTA (3aBog
)

Kinp

MepepeecTpalis Ha
HeobMeXeHW TEPMIH.
30608B’s3aHHA Npn
BMAaui peecTpaviiHoro
noCBiAYEHHS ICHYIOTb —

3a peyenmom

He
nionsiecae

UA/7582/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs

HafaHHsA [JOMOBHEHHS
00 ornagy KNiHivYHUX
AaHux go 30.10.2017,
BigMnoBigHO Ao
NigNYyHKTY 2.3 NyHKTY 2
nopatky 15 no
Mopsigky npoBeaeHHs
eKcrnepTusmn
peecTpauiitHux
marepianis Ha
nikapcbki 3acobu, Lo
noAalTbcs Ha
[AepXXaBHy peecTpav,ito
(nepepeecTpadito), a
TaKOX eKkcnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiitHux
Marepianis NpoTArom
Aii peecTpadiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460). MepiognuHicTb
nofaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn BigNoBigHO J0
Mopsaky 34iicHEeHHs
dhapmakoHarnsgy,
3aTBEPKEHOI0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainm 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiuu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rigHo 3 NignyHKTom 3
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
NyHKTY 2 rnasun 3
posginy V.
27. | MEAOTICTUH Tabnetkn no 24 mr; no Megokemi NT/, Kinp Megokemi Kinp/ MepepeecTpauis Ha 3a peyenmom He UA/13526/01/02
10 TabneTok y 6nicTepi; nTa HignepnaHvgu HeoOMeXeHW TepMiH niosisieae
no 3 6nictepu B KopobLi (UeHTpanbHuii
3aBog), Kinp; 3060B’'s13aHHS Npun
dapmayeBTiLL BMAaYi peecTpaviiiHoro
AHaniTiw NOCBIAYEHHS ICHYIOTb —
NabopaTtopiym HaJaHHS SOMOBHEHHS
[OyiseH B.B., [0 ornsapy KNiHivYHMX
Higepnanamn naHux go 30.10.2017,

BiANOBIAHO A0
NiANYHKTY 2.3 NyHKTY 2
popartky 15 go
Mopapky nposefeHHsA
eKcrnepTusn
peecTpauiitHnx
marepianis Ha
nikapcbki 3acobu, Lo
nofjatTbcs Ha
LepPXaBHY peecTpadito
(nepepeecTpauito), a
TaKoX eKCnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiitHnx
mMarepianis NpoTArom
aii peecTpadiiHoro
NoCBIAYEHHS,
3aTBEPAXKEHOIO
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pegakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognyuHicTb
nofaHHA perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO 40
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPAXKEHOIO
Haka3zom MiHicTepcTBa
OXOPOHU 30POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
posginy V.
28. | MEAOTICTUH Tabnetkn no 16 mr; no Megokemi NT/, Kinp Megokemi Kinp MepepeecTpauis Ha 3a peyenmom He UA/13526/01/01
10 TabneTok y 6ricTepi; nTa HeoOMeXeHW TepMiH niosisi2ae
no 3 6nictepu B KopobLi (UeHTpanbHuii
3aBog), Kinp; 3060B’'s13aHHS Npn
dapmayeBTiLL BMAaYi peecTpaviiiHoro
AHaniTiw NOCBIAYEHHS ICHYIOTb —
NabopaTtopiym HaJaHHS SOMOBHEHHS
[OyiseH B.B., [0 OrNsapy KNiHibHMX
HigepnaHnaun naHux go 30.10.2017,

BiANOBIAHO A0
NigNyHKTY 2.3 NyHKTY 2
popartky 15 go
Mopagky nposefeHHsA
eKcrnepTusn
peecTpauiitHnx
marepianis Ha
nikapcbki 3acobu, Lo
nofjatTbcs Ha
LepPXaBHY peecTpadito
(nepepeecTpauito), a
TaKoX eKCnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiitHnx
mMarepianis NpoTArom
aii peecTpadiiHoro
NoCBIAYEHHS,
3aTBEPAXKEHOIO
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pegakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognyHicTb
nofaHHA perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

Mopsaky 34jiACHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
posginy V.

29.

MEHOBA3WVH

pO34nH ans
30BHILUHLOrO
3acTOCyBaHHs,
cnupTOBMWIA No 40 MmNy
dhnakoHax CKIsHUX abo
nosiMepHUx

MPAT "®ITO®APM"

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

nepepeecTpauis Ha
HeoOMeXeHWn TepMiH

6e3 peyenma

nionsiecae

UA/8167/01/01

30.

MOHTENYKACT-
TEBA

TabneTkn, BKpUTI
NAiBKOBOK 060I0HKOH,
no 10 mr no 7 Tabnetok
y 6nicTepi; no 4
6nicTepy B KapTOHHIA
KopoobLi

Tesa ®apmaveBTikas
IHoacTpi3 114,

13painb

TOB TeBa
OnepeiiwH3
MNonaHg

Monbwa

MepepeecTpauis Ha
HeobMeXeHW TepMIH.
3MiHu | TUnNYy - 3MiHn
oo
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHN Y KOpOTKili
XapaxkTepucTuLli
nNiKapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
IHCTPYKLUIiT Ana
MeAnYHOro
3acTocyBaHHs
reHepuyHUX/Ti6puaHnX/
6ionoaibHMX
nikapcbknx 3acobis
nicns BHeCEHHs Tiel
camoi 3MiHM Ha
pedbepeHTHUi
npenapar (3MiHa He
noTpebye HafaHHA
XXOAHUX HOBMX

3a peyernmom

He
nionsizae

UA/12439/02/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

[0AATKOBUX faHuX) -
3MiHV BHEeceHo A0
IHCTpYKUiT ans
MeAn4YHOro
3aCTOCYBaHHSA
npenapary 40 po3ginis
"MokaszaHHs"( 6yno -
Jopatkose nikyBaHHA
nepcucTyr4oi acTMmn
Bif, NIerkoro Ao
MOMIPHOro CTyneHs,
LLIO HeAOCTaTHLO
KOHTPONIOETLCA
iHransayiiHIMn
KOPTUKOCTEPOIAHUMM
npenaparamu, a Takox
npv HefoCTaTHLOMY
KNIHIYHOMY KOHTpOi
actmu 3a
[0NOMOror ?-aroHicTis
KOPOTKOCTPOKOBOI Aji,
LLI0 3aCTOCOBYHOTbCSH,
npu
Heob6XigHOCTI.CUMNTOM
aTtuyHe NikyBaHHA
CE30HHOro asiepriyHoro
PVHITY Y XBOPUX Ha
BGpOHXiasIbHy acTmy.
[ns npocpinakTnyHoro
3anobiraHHs
acTMaTW4Horo Hanagy,
CNPUYMHEHOrOo
i3nYHUM
HaBaHTaXKEHHAM.,
cTtasno - ljogatkose
nikyBaHHS
nepcucTyr4oi actMun
Bif, nerkoro Ao
NMOMIpPHOro CTyneHs,
LLI0 HegoCTaTHbO
KOHTPO/NIOETHCSA
iHranAuinHuMm
KOPTUKOCTEPOIAHUMMN
npenaparamu, a Takox
npy HefocTaTHLOMY
KNiHIYHOMY KOHTpOi
actmu 3a
[0NOMOro ?-aroHicTis
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

KOPOTKOCTPOKOBOI Aji,
LL|0 3aCTOCOBYHOTbCS
npu
HeobXxigHocTi.Monerwe
HHSA CUMMTOMIB
CE30HHOrOo Ta
LjisilopiyHOro
anepriyHoro
puHiTy.Monerwye
CUMNTOMMN CE30HHOTO
Ta asfiepriyHoro puHiTy
y XBOPUX Ha
BGpOHXiasIbHy acTmy.
[ns npocpinakTukm
acTMaTU4HOro Hanagy,
CNPUYMHEHOTO
i3nYHUM
HaBaHTaKEHHSAM.),
"OcobnvmBocTi
3aCTOCyBaHHSA",
"3acTtocyBaHHA Y
nepiog, BariTHOCTi Ta
rogyBsaHHsa rpyaar”,
"Cnoci6 3acTocyBaHHsA
Ta
no3un"(peparyBaHHs),
"Aitn"( 6yno - He
peKkoMeHAY€ETbCA
3aCTOCOBYBaTH
npenapar AiTAM BikoM
8o 15 pokis. , cTaso -
3acToCoBYOTb fiTAM
BikOM Bif 15 pokiB.
LiTam Bikom go 15
pokis cnig,
3acTOCOBYBaTH
npenapar y Burnagi
XyBa/IbHUX TabNeTokK.),
"MNepepo3yBaHHA",
"Mo6iuHi peakwi "
BiANoBigHO A0
iHchopmawyii
pedhepeHTHOro
nikapcbKoro 3acoby
(CuHrynsap, TabneTkm
BKPUTi MIBKOBOO
060/10HKOI No 10 Mmr).
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

30608B'sA3aHHA Npn
BMAAui peecTpaviiiHoro
nocBifAYEHHS ICHYIOTb -
HafjaHHS AeTa/lbHOro
onncy cucTemm
ynpasAiHHA pu3nKamu
y BUMNAAj naHy
ynpaBAiHHA pusnkamu
Ta [AOMNOBHEHHA A0
ornagy KiHiYHMX
naHux go 07.10.2017
BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY
1, NianyHKTY 2.3 NYHKTY
2 popatky 15 no
Mopsigky npoBefeHHs
eKcrnepTusmn
peecTpauiitHux
marepianis Ha
nikapcbki 3acobu, Lo
noAalTbcs Ha
[AepXXaBHy peecTpav;ito
(nepepeecTpadito), a
TaKOX eKkcnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
Marepianis NpoTArom
Aii peecTpadiiHoro
NoCBiAYEHHS,
3aTBEPAKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
noAaHHA perynsapHo
OHOB/IOBAHOrO 3BITY 3
6e3nekun BiANoOBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBEPKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

MiHicTepcTBi tocTULi
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa 0OXOPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BiAgMNoBigHO A0
nepiognyHoCTI
CKNafaHHa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03BONIEHOTO
[0 MeUYHOTo
3aCTOCYBaHHs, Ha
LEHTPasIbHOMY PiBHi.

31.

HATPIYM
DPOCPOPUKYM
Cl/lb LOKTOPA
LUKOCCNEPA Ne 9

Tabnetku no 80
Tabnetok y gonakoHi, no
1 chnakoHy y KapTOHHIl
Kopoo6Li

[Loliue Xomeonari-
YHioH AXY-
ApuHavimittens M6X
& Ko. KI'

HimeuunHa

[olive
Xomeonari-
YHioH AXY-

ApuHaiimitTen
b 'M6X & Ko.
Kl

HimeuunHa

MepepeecTpadis Ha
HeobMeXeHu TEpPMIH.

MepiognyHicTb
NoAaHHA perysnsipHo
OHOB/OBAHOrO 3BITY 3
6e3nekun BiANoBiAHO A0
Mopsaaky 3AiCHeHHA
thapmakoHarnsgy,
3aTBepIKEeHOro
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0pPOB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUT:
BiAgNoBigHO A0
nepiognYHoCTI
CKNafaHHa perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, 03BONIEHOIO

be3s peyenma

niosisieae

UA/12220/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

[0 MeIM4Horo
3aCTOCyBaHHS, Ha
LEHTPasIbHOMY PiBHi.

32.

HATPIYM
X/TOPATYM Cl/lb
JIOKTOPA

LLFOCC/IEPA Ne8

Tabnetku no 80
Tabnetok y gonakoHi, no
1 chnakoHy y KapTOHHIl
Kopoo6Li

[oliue Xomeonari-
YHioH AXY-
ApuHavimittens M6X
& Ko. KI'

HimeuunHa

[olive
Xomeonari-
YHioH AXY-

ApuHaiimitTen
b 'M6X & Ko.
Kl

HimeuunHa

MepepeecTpadis Ha
HeobMeXeHu TepPMIH.

MepiognyHicTb
NoAaHHA perysnsipHo
OHOB/OBAHOrO 3BITY 3
6e3nekun BiANoBiAHO A0
Mopsaaky 34iCHeHHA
hapmakoHarnsgy,
3aTBepIKeHOro
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0pPOB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHYU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BiAgNoBigHO A0
nepiognYHoCTI
CKNafaHHa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03BOMIEHOTO
[0 MeUYHOTo
3aCTOCYBaHHs, Ha
LEHTPasIbHOMY PiBHi.

6e3 peyenma

niosisieae

UA/12221/01/01

33.

HOO®EH® 100

NOPOLLOK A/N1s

OopanbHOro po3ynHy, 100

mr/gosynolry
nakeTuky; no 15
nakeTuKiB y nauui

TOB "O/10A"

YkpaiHa

AT
"OnaitHdpapm"

Natsis

MepepeecTpadis,Ha
HeobMeXeHWi TepMiH;
3MiHn | TURY - 3MiHK
oo
6e3nekn/etheKTUBHOCTI
Ta chapmakoHarnagy.
3MiHa y KopoTkili
Xapakrepuctui
NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHA Ta
IHCTpYKUiT Ana
MefNYHOro

3a peyernmom

He
nionsicae

UA/3773/02/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
3acTOCyBaHHS Ha

nigcTasi perynsipHo
OHOBJOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo
LocnimpkeHb 3 6e3neku
3acTocyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpavyjinHuii
nepiog, abo sk
pes3ynbTaT OLiHKY 3BITY
3 fOCNifKEHD,
npoBefeHnx
BigNoBIAHO A0 NnaHy
negjiaTpuyHmx
pocnipxeHb (PIP) (iHwi
3MiHK) (3MiHN BHECEHO
[0 IHCTpYKUii ans
MeAn4YHOro
3aCTOCYBaHHSA
nikapcbKoro 3acoby
HOO®EH® 100 go
po3ainy "MokasaHHA",
a TakoxX A0 po3ginis
"®apmakonoriyHi
B/1lacTMBOCTI",
"MNpoTunokasaHHsa",
"Cnoci6 3acTocyBaHHS
Ta nosun”, "MobivHi
peakui”, "Kateropis
Bignycky" (byno: 6e3
peuenTa; cTano: 3a
peuenTtom); 40
IHCTpYKUiT Ans
MeAn4yHOro
3acToCyBaHHsA
nikapcbKoro 3acoby
HOO®EH® 500 go
po3giny "MokasaHHA",
a TakoxXx A0 po3ginis
"apmMaKonorivHi
BnactusocTi”, "Cnoci6
3aCTOCyBaHHA Ta
no3n", "To6iuHI
peakui”, "Kateropis
Bignycky" (byno: 6e3
peuenTa; cTano: 3a

peuenTom) BiANOBIAHO
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
[0 iHdopmaui

CTOCOBHO 6e3neku, sika
3a3HaveHa B
marepianax

peecTpaLiiHoro Aocbe

Ta y3rompxeHa
KOHCY/IbTaTUBHO-
eKCMepTHOIO rpynoto
"Hesponoris.
Meuxiatpis. Nlikapcbki
3acobu”)

30608B'A3aHHA Npn
BMAAYi peecTpaviiHoro
NocBiAYEHHS iCHYE —
HafaHHA [JOMOBHEHHS
00 ornagy KNiHivYHUX
AaHux go 30.10.2017,
BigMnoBigHO Ao
NigNYHKTY 2.3 NyHKTY 2
nopatky 15 no
Mopsigky npoBeaeHHs
eKcrnepTusmn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobu, Lo
noAalTbCs Ha
[AepXXaBHy peecTpav,ito
(nepepeecTpadito), a
TaKOX eKkcnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiitHnx
Marepianis NpoTArom
Aii peecTpadiiHoro
NoCBiAYEHHS,
3aTBEPAKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
noAaHHA perynsapHo
OHOB/IOBAHOrO 3BITY 3
6e3neku BiANOBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,




62

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

3aTBepIKeHOro
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpaiuun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa 0OXOPOHYU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BigMnoBigHO Ao
nepiognyHocCTi
CKNafaHHa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03BONIEHOTO
[0 MeUYHOTo
3aCTOCYBaHHs, Ha
LEHTPasIbHOMY PiBHi.

34.

HOO®EH® 500

MOPOLLIOK A/15
opanibHOro po3ynHy, 500
mr/gosy no2,5ry
nakeTuky; no 5
nakeTuKiB y nauui

TOB "O/1PA"

Ykpaina

AT
"OnaiiHdpapm"

Nartsis

MepepeecTpadlis,Ha
HeobMeXeHu TepMiH;
3MiHn | TURY - 3MiHK
om0
6e3nekn/etheKkTUBHOCTI
Ta chapmakoHarnagy.
3MiHa y KopoTkili
XapaKkTepucTuLli
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHA Ta
IHCTpYKLUiT Ana
MeNYHOro
3acTocyBaHHA Ha
nigcTasi perynsipHo
OHOB/OBAHOrO 3BITY 3
6e3nekun Nikapcbkoro
3acoby, abo
LocnigpkeHb 3 6e3neku
3acTocyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpauiiinii
nepiog, abo sk
pes3ynbTaT OLiHKY 3BITY
3 AOCNifpKEHb,

3a peyernmom

He
nionsicae

UA/3773/02/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
npoBeAeHnx

Bi4NOBIAHO A0 NnaHy
negjiaTpuyHmx
pocnipxeHb (PIP) (iHwi
3MiHu) (3MiHN BHECEHO
[0 IHCTPYKUiT ans
MeAn4YHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby
HOO®EH® 100 go
po3ainy "MokasaHHA",
a TakoxX A0 po3ginis
"®apmakonorivHi
B/1lacTMBOCTI",
"MpoTunokasaHHsA",
"Cnoci6 3acTocyBaHHS
Ta nosun”, "MobivHi
peakui”, "Kateropis
Bignycky" (byno: 6e3
peuenTa; cTano: 3a
peuenTtom); 40
IHCTpYKUiT Ans
MeAn4yHOro
3acTocyBaHHS
nikapcbKoro 3acoby
HOO®EH® 500 go
po3giny "MokasaHHA",
a TakoXx A0 po3ginis
"apmMaKkonorivHi
BnactusocTi”, "Cnoci6
3aCTOCyBaHHA Ta
no3n", "To6iuHI
peakui”, "Kateropis
Bignycky" (byno: 6e3
peuenTa; cTano: 3a
peuenTom) BiANOBIAHO
[0 iHdopmaui
CTOCOBHO 6e3neku, sika
3a3HayeHa B
marepianax
peecTpaLiiHoro Aocbe
Ta y3rogpkeHa
KOHCY/IbTaTUBHO-
eKCMepTHOIO rpynoto
"Hesponoris.
Meuxiatpis. Nlikapcbki
3acobu”)
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

30608B'sA3aHHA Npn
BMAAui peecTpaviiiHoro
NocBiAYEHHS iCHYE —
HafaHHA [JOMOBHEHHS
00 ornagy KNiHibYHUX
AaHux go 30.10.2017,
BiAgMNoBigHO A0
NigNYyHKTY 2.3 NyHKTY 2
nopatky 15 no
Mopsigky npoBeaeHHs
eKcrnepTusmn
peecTpauiitHnx
marepianis Ha
nikapcbki 3acobu, Lo
noAalTbCs Ha
[AepXXaBHy peecTpav,ito
(nepepeecTpadito), a
TaKOX eKkcnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux
Marepianis NpoTArom
Aii peecTpadiiHoro
NOCBiAYEHHS,
3aTBEPKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
noAaHHA perynsapHo
OHOB/IOBAHOrO 3BITY 3
6e3neku BiANoOBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa 0XOpPOHU
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BigMnoBigHO Ao
nepiognyHocCTi
CKNafaHHa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03BONIEHOTO
[0 MeUYHOTo
3aCTOCYBaHHs, Ha
LEHTPasIbHOMY PiBHi.

35.

NAPALIETAMON

Tabnetku no 200 wmr, no
10 Tabnetok y
6nictepax

NAT "ly6Hucbapm”

Ykpaina

NAT
"Jly6HUhapm"

YkpaiHa

MepepeecTpadis Ha
HeobMeXeHu TepMiH;
3MiHn | TURY - 3MiHK
om0
6e3nekn/etdeKkTUBHOCTI
Ta chapmakoHarnagy.
3MiHa y KopoTkili
XapaKkTepucTuLli
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHA Ta
IHCTpYKUiT Ansa
MeNYHOro
3acTocyBaHHA Ha
nigcTasi perynsipHo
OHOB/OBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo
LocnigpkeHb 3 6e3neku
3acToCcyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpauiiinii
nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY
3 foCnigKeHb,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjaTpuyuHmx
pocnipxeHs (PIP)
(3MiHyY y3rofxeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3MiHn
BHECEHO [0 iIHCTPYKL,i
AN MegnyHoro
3aCTOCYyBaHHSA
npenapary A0 po3ginis

6e3 peyenma

niosisieae

UA/5877/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
"Mo6iuHi peakw,i”,
"Oco611BOCTi
3acTocyBaHHA"

BigMnoBigHO Ao
OHOB/EHOT iHhopmaLi
3 6e3neku gitoyoi
PeyoBUHN.

30608B’a3aHHA Npn
BMAAYi peecTpaviiiHoro
NOCBIAYEHHS ICHYIOTb -
HajaHHs AeTalbHOro
onncy cucTemm
ynpaBniHHA pusnkamu
y BUrNAAj nnaxy
ynpaBAiHHA pUsnkamu
Ta [ONOBHEHHS A0
ornsAay KNiHiYHnX
paHux oo 30.10.2017
BiANoBigHO A0
nignyHKTy 1.13 NyHKTY
1, nignyHKTy 2.3 NyHKTY
2 popatky 15 no
Mopapky nposefeHHA
eKcrnepTusn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobu, Lo
nojatTbcsa Ha
LepXaBHY peecTpaLito
(nepepeecTpauito), a
TaKoX eKCnepTu3mn
marepianis npo
BHECEHHSA 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
aii peecTpadiiHoro
NoCBiAYEHHS,
3aTBEPKEHOrO
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pegakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognyHicTb
nofaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BignoBigHO A0
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

Mopsaky 34jiACHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
posginy V.

36.

nosnavH

cyno3unTopii BariHasibHi
no 0,31 inbulk: no 5
CynosuTopiiB y 6nictepi;
no 200 6nicTepiB y
AWLWYKY

MpvBaTHE akuioHepHe
TOBapuUCTBO "“Jlekxim-
Xapkis"

YkpaiHa

MpusatHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

MepepeecTpauis Ha
HEeoOMEeXeHW TeEPMIH.

MepiognyuHicTb
nofAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BignNoBigHO 40
Mopsaky 34jiACHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 30POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHoOCTI
CKnafaHHsa perynsapHo
OHOB/IIOBAHOIO 3BITY 3

He
niosisieae

UA/13852/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

6e3nekun Nikapcbkoro
3acoby, J03BOIEHOrO
[0 MeIMYHOro
3aCTOCyBaHHS, Ha
LeHTpa/IbHOMY PiBHi.

37.

nosnavH

cyno3unTopii BariHasibHi
no0,3rno5
CynosuTopiiB y 6nicTtepi;
no 1 a6o 2 6nictepu B
nauLi 3 KapToHy

MpvBaTHE akuioHepHe
TOBapuUCTBO "“Jlekxim-
Xapkis"

YkpaiHa

MpuBatHe
akKuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

MepepeecTpayis Ha
HeoOMeXeHW TeEPMIH.

MepiognyuHicTb
nofaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BignoBigHO 40
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 30POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHoOCTI
CKnafaHHa perynsapHo
OHOB/OBAHOrO 3BITY 3
6e3mnekn Nikapcbkoro
3acoby, J03BOIEHOrO
[0 MeUYHOro
3aCTOCyBaHHS, Ha
LleHTpa/IbHOMY piBHi.

6e3 peyenma

nionsiecae

UA/3798/01/01

38.

noBIAOH-NO4

nNiHiMeHT 10 % no 301y
Ty6i; no 1 Ty6i y nauuj 3
KapToHy

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BUPOBHNYMIA LIEHTP
"BopLuariscbkuii
Ximiko-
hapmaueBTUYHNIA
3aBof”

Ykpaina

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYNIA

LeHTp
"BopLyariscbk
Wi Ximiko-
hapmaveBTny
Hui1 3aBoa”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHW TepMiH;
3MiHu | TUnNYy - 3MiHn
oo
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapaxkTepucTuLli
nNiKapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta

6e3 peyenma

niosnsiecae

UA/7317/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
iHCTpYyKUii ans
MeANYHOTo

3acTocyBaHHS Ha
nigctasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
JocnifmxeHb 3 6e3neku
3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaTt OLiHK/ 3BITy
3 foCNigKeHb,
npoBefeHnx
BiANOBIAHO A0 NiaHy
negiaTpuyHmNX
pocnigxeHb (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHn
BHECEHO [0 IHCTPYKLT
AN MegnyHoro
3acTocyBaHHSA
npenapary 1o po3ginis
"MNpoTunokasaHHsa",
"B3aemogisi 3 iHWnMun
nikapcbkvmu 3acobamu
Ta iHWi BUAK
B3aemogijin","3acTocys
aHHA B nepiop,
BariTHoOCTi abo
rogysaHHsa rpyaato”,
"MNepepo3yBaHHA",
"Mo6iuHi peakwi "
BiAgMNoBigHO A0
OHOB/EHOT iHhopmaLi
3 6e3neku gitoyoi
PeyoBUHN.

30608B’A3aHHA Npn
BMAAui peecTpaviiiHoro
NOCBIAYEHHS ICHYIOTb -
HajaHHs AeTalbHOro
onncy cucTemm
ynpaBAiHHA pusnkamu
y BUMNSAi naaxy
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

ynpaBiHHA pUsnkamu
Ta [ONOBHEHHS A0
ornsay KNiHiYHnX
paHux oo 30.10.2017
BiANoBigHO A0
nignyHKTy 1.13 NyHKTY
1, nignyHKTy 2.3 NyHKTY
2 popatky 15 no
Mopagky nposefeHHA
eKcrnepTusn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobu, Lo
nojatTbcs Ha
LepXaBHY peecTpaLito
(nepepeecTpauito), a
TaKoX eKCrnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis NpoTArom
aii peecTpadiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pegakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognyHicTb
nofAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BigNoBigHO J0
Mopsaky 34iiCHEeHHs
dhapmakoHarnsgy,
3aTBEPKEHOrO
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainum 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
340pOB’s YKpaiHu Bif
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
posginy V.
39. | PO3YBACTATUH TabneTkn, BKpUTI CaHpos CnoBeHis Nex CnoseHis MepepeecTpayis Ha 3a peyenmom He UA/12605/01/01
CAHAO3® NNiBKOBOI 060/I0HKOIO, dapmacbloTikans g.4. dPapmaueBTny HeobMeXeHW TepMIH. niosisieae
no 5 mr, no 7 Tabnetok y Ha KoMnaHis 3MiHu | TUny - 3MiHn
6nicTepi; no 4 6nictepn o.4. ozo
Y KapPTOHHIli kopobL; no (BMpOGHNLTBO 6e3nekn/edeKTUBHOCTI
10 Tabnetok y 6nictepi; in bulk , Ta (hapmakoHarnsgy.
no 3, 6 abo 10 6nicTepis TeCTyBaHHS, 3MiHN Y KOpOTKili
Y KapTOHHIli Kopobui nakyBaHHs, XapakTepucTumui
BUMYCK cepil; nNiKapcbKoro 3acooby,
nakyBaHHSl, TEKCTi MapKyBaHHS Ta

BUMYCK cepii)

iHCTpYyKUii gns
MeAnYHOro
3acTocyBaHHS
reHepuyHUX/ri6puaHnX/
6ionoaibHMX
nikapcbknx 3acobis
nicnsa BHECEHHSA Tiel
camoi 3MiHM Ha
pedepeHTHU
npenapar (3miHa He
noTpebye HafaHHA
KOLHNX HOBMX
[0AATKOBUX faHWX) -
3MiHV BHECeHOo A0
IHCTpYKUii gns
MeAn4yHOro
3aCTOCYyBaHHSA
npenapary 40 po3ginis
"®apmakonoriyHi
B/1lacTMBOCTI",
"MpoTunokasaHHsa",
"Cnoci6 3acTocyBaHHS
Ta nosun”, "MobivHi
peakujii " BianosigHo A0
iHchopmawi
pedepeHTHOro
nikapcbKoro 3acoby
(KpecTop, Tabnetku,
BKPWTi NNiBKOBOIO
060/10HKO0 M0 5 Mr, 10
mr, 20 mr a6o 40 mr).

MepiognyHicTb
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

nofAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn BigNoBigHO J0
Mopsaky 34jiiCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainm 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHOCTI
CKnafaHHa perynspHo
OHOB/OBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3aco0by, J03BOIEHOrO
[0 MefUyYHOro
3aCTOCyBaHHS, Ha
LleHTpa/IbHOMY piBHi.

40.

PO3YBACTATUH
CAH03®

TabneTkn, BKpUTI
NAiBKOBOK 060I0HKOLO,
no 10 mr, no 7 Tabnetok
y 6nicTepi; no 4
6nicTepun y KapTOHHIl
Kopobui; no 10 TabneTok
y 6nicTepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHIA KOpooLi

CaHpo3
dapmacbloTikans g.4.

CnoBeHis

Nex
dapmaLesTuy
Ha KomnaHis
a.n.
(BMpOGHNLTBO
in bulk ,
TeCTyBaHHS,
nakyBaHHS,
BUMYCK cepil;
nakyBaHHs,
BUMYCK cepii)

CnoBeHis

MepepeecTpauis Ha
HeobMeXeHW TepMIH.
3MiHu | TUny - 3MiHn
oo
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHN Y KOpOTKili
XapakTepucTumui
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
iHCTpYyKUii gns
MeAnYHOro
3acTocyBaHHS
reHepuyHUX/ri6puaHnX/
6ionoaibHMX
nikapcbknx 3acobis
nicnsa BHECEHHSA Tiel
camoi 3MiHM Ha
pedepeHTHUI

3a peyenmom

He
niosisieae

UA/12605/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

npenapar (3miHa He
noTpebye HafaHHA
XKOLHNX HOBMX
[0AATKOBUX faHuX) -
3MiHV BHEeceHo A0
IHCTpYKUiT gns
MeAn4YHOro
3aCTOCYyBaHHSA
npenapary 40 po3ginis
"®apmakonoriyHi
B/1lacTMBOCTI",
"MNpoTunokasaHHsa",
"Cnoci6 3acTocyBaHHS
Ta gosun", "MobivHi
peakujii " BianosigHo A0
iHchbopmawi
pechepeHTHOro
nikapcbKoro 3acoby
(KpecTop, Tabnetku,
BKPWTi NNiBKOBOIO
060/10HKO0 110 5 Mr, 10
mr, 20 mr a6o 40 mr).

MepiognyHicTb
noAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BigNoBigHO J0
Mopsaky 34iicHEeHHs
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiuu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHoOCTI
CKnafaHHa perynspHo
OHOB/IIOBAHOIO 3BITY 3




74

Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
6e3nekun Nikapcbkoro
3acoby, J03BOIEHOrO
[0 MeIMYHOro
3aCTOCyBaHHS, Ha
LeHTpa/IbHOMY PiBHi.
41. | PO3YBACTATUH TabneTkn, BKpUTI CaHpos CnoBeHis Nex CnoseHis MepepeecTpayis Ha 3a peyenmom He UA/12605/01/03
CAHAO3® NNiBKOBOI 060/I0HKOIO, dapmacbloTikans g.4. dPapmaueBTny HeobMeXeHW TepMIH. niosisieae
no 20 mr, no 7 Tabnetok Ha KoMnaHis 3MiHu | TUny - 3MiHn
y 6nicTepi; no 4 Aa.4. ogo
6nicTepun y KapTOHHIl (BMpOGHNLTBO 6e3nekn/edeKTUBHOCTI
Kopobui; no 10 TabneTok in bulk , Ta (hapmakoHarnsgy.
y 6nicTepi; no 3, 6 abo TeCTyBaHHS, 3MiHN Y KOpOTKili
10 6nicTepiB y nakyBaHHs, XapakTepucTumui
KapTOHHIA KopooLi BUMYCK cepil; nNiKapcbKoro 3acooby,
nakyBaHHSl, TEKCTi MapKyBaHHS Ta

BUMYCK cepii)

iHCTpYyKUii gns
MeAnYHOro
3acTocyBaHHS
reHepuyHUX/ri6puaHnX/
6ionoaibHMX
nikapcbknx 3acobis
nicnsa BHECEHHSA Tiel
camoi 3MiHM Ha
pedepeHTHU
npenapar (3miHa He
noTpebye HafaHHA
KOLHNX HOBMX
[0AATKOBUX faHWX) -
3MiHV BHECeHOo A0
IHCTpYKUii gns
MeAn4yHOro
3aCTOCYyBaHHSA
npenapary 40 po3ginis
"®apmakonoriyHi
B/1lacTMBOCTI",
"MpoTunokasaHHsa",
"Cnoci6 3acTocyBaHHS
Ta nosun”, "MobivHi
peakujii " BianosigHo A0
iHchopmawi
pedepeHTHOro
nikapcbKoro 3acoby
(KpecTop, Tabnetku,
BKPWTi NNiBKOBOIO
060/10HKO0 M0 5 Mr, 10
mr, 20 mr a6o 40 mr).

MepiognyHicTb
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

nofAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn BigNoBigHO J0
Mopsaky 34jiiCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainm 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHOCTI
CKnafaHHa perynspHo
OHOB/OBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3aco0by, J03BOIEHOrO
[0 MefUyYHOro
3aCTOCyBaHHS, Ha
LleHTpa/IbHOMY piBHi.

42,

YNbTPA®ACTUH

TabneTkn, BKpUTI
060/10HKOI0, No 100 Mr
no 10 TabneTtok y
6nictepi; no 1 abo no 2
6nicTepu B KOPOOGLi; MO
20 Tabnetok y 6nictepi;
no 1 6nictepy B kopoobLi

MEOAHA ®APMA
AkuioHepHe
ToBapucTeo

Monbwa

MepaHa
Papma
AKLjOHepHe
ToBapucTso,
MonbLa;
dapmaLesTuy
HWIA 3aBOA
“NMONTb®APM
A’CA,
Monbwa

Monbwa

MepepeecTpauis Ha
HeobMeXeHW TepMiH;
3MiHu | TUny - 3MiHn
oo
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapakTepucTumui
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
iHCTpYyKUii gns
MeAnYHOro
3acTocyBaHHS Ha
nigctasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnimkeHs 3 6esneku
3acTocyBaHHs

3a peyenmom

He
niosisieae

UA/12296/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
nikapcbKoro 3acoby B

nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy
3 foCNigKeHb,
npoBefeHnx
BiANOBIAHO A0 NiaHy
negiaTpuyHmNX
pocnigxeHb (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHn
BHECEHO [0 IHCTPYKLT
ANna MefnyHoro
3acTocyBaHHSA
npenapary 1o po3ginis
"®apmMaKonorivHi
Bractneocti"
(YyTOYHEHHSA
iHchbopmauii), "Cnocié
3acTocyBaHH4a Ta fo3n"
(YyTOYHEHHSA
hopmy oBaHHS),
"MpoTunokasaHHa",
"Mo6iuHI peakuii”,
"MNepepo3yBaHHA",
"3acTocyBaHHA Y
nepiog, BaritHocTi abo
roflysaHHs rpyaato”
(yTOUYHEHHS
iHbopmawii),
"Ocob6nuBocTi
3aCcToCyBaHHA",
"3paTHICTb BNAMBaTu
Ha LWBMAKICTb peakwil
npy KepyBaHHi
aBTOTpaHcnopToM abo
iHWXMK MexaHi3mamm”,
"B3aemogisi 3 iHWnMKn
nikapcbkvmu 3acobamu
abo iHwWi Buan
B3aeMOZji" BignNoBigHO
[,0 OHOBNEHoI
iHchopmawuii 3 6esneku
[ito40i peyoBMHN
"KeTonpodpeH"
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

MepiognyHicTb
NoAaHHsA perynsapHo
OHOBJOBAHOrO 3BITY 3
6e3neku BiANoOBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBepIKeHoro
Haka3zom MiHicTepcTBa
OXOPOHU 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpaiuun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3 MignyHKTOM 3
NyHKTY 2 rnasn 3
po3giny V

43.

YMKATIOP®

pO34uH opasibHUiA no 20
M1 abo 50 mny
chnakoHi; no 1 chnakoHy
B KQpPTOHHI kopobLj

[oliue Xomeonari-
YHioH AXY-
ApuHavimittens M6X
& Ko. KI'

HimeuunHa

[Op. Binbmap
LLiBa6e Mm6X i
Ko. KI

HimeuunHa

MepepeecTpadis Ha
HeobMeXeHu TepPMIH.

MepiognyHicTb
NoAaHHsA perysnsipHo
OHOB/OBAHOrO 3BITY 3
6e3nekun BiANoBiAHO A0
Mopsaaky 3AiCHeHHA
hapmakoHarnsgy,
3aTBepIKEeHOro
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0pPOB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHYU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky

6e3 peyenma

niosisieae

UA/6691/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
Ne 996), cTaHOBUTb:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasun 3
po3giny V
44. | ®NEKUEPUH Kancynu Teepai no 50 MAT "KuiBcbKuii YkpaiHa NAT YkpaiHa MepepeecTpavia Ha 3a peyenmom He UA/12618/01/01
mr, no 10 kancyny BiTamiHHWI 3aBo4" "KniBCbkuii HeobMeXeHWn TEPMIH. nionsieae
6nictepi; no 1 a6o 3 BiTAMiHHWI 3MiHu | TURY - 3MiHK
6nictepun y nauui 3aBop" uono
6e3nekn/etPeKTUBHOCTI

Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapaxkTepucTui

nikapcbKoro 3acooby,

TEKCTi MapkyBaHHS Ta

IHCTpYKUIii gns
MeAn4yHOro
3acTocyBaHHA Ha
nigctasi perynspHo

OHOBJ/IIOBAHOrO 3BITY 3

6e3nekun nikapcbkoro

3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA

nikapcbKoro 3acoby B

nicnspeecTpauiiHnii

nepiog, abo sk
pe3ynbTaTt OLiHK/ 3BITy
3 fOCNigpKEHDb,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjiaTpuyHnx
pocnipkeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHn

BHECEHO [0 iHCTPYKL,i

AN MeguyHoro
3acTocyBaHHS
npenapary Ao po3ginis
"Cnoci6 3acTocyBaHHs
Ta f03n" (YTOYHEeHHS
iHchopmawii),
"MMpoTunokasaHHA"
BiANOBIAHO A0
OHOBJIEHOT iHdhopmaLii
3 6e3neku ajtoyoil
PEeYOBUHN.
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs

MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
YKkpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefaxuii Hakazy
MiHicTepcTBa 0XOpOHHU
3[10pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBigHO A0
nepiognyHocCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [J03BO/IEHOrO
[0 MeN4HOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi.

HauvanbHuK YnpaBniHHA hapmaleBTUYHOI AiANBHOCTI Ta

AKOCTI hapmMmaueBTUYHOI NPOAYKLT

T.M. IacKkoBCbKui




MEPENIK

AopaTok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu
16.08.2017 Ne 944

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONONYHUX NPENAPATIB), LLLOAO AKX BY/IN BHECEHI 3MIHU 10
PEECTPALIMHUX MATEPIANIB, AKI BHOCATBLCA 40 AEPXXABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

Ne Ha3ssa slikapcbK020 ®Popma sunycky 3asasHUK Kpaina Bupo6HuUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKaA Bionycky peecmpayitiHo2o
ynaxkoska) nocgio4YeHHs
1. | ABAKTAN® KOHUEHTpaT ons CaHpo3 CnoBeHis Nex CnoseHis BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/8712/01/01
PO34uHy A5 iHQY3il, dapmacbioTikans 4.4. PapmaneBTuy 3MiHK | TUNY - 3MiHK WoA0 peyenmom
400 mr/5 mn no 5 mn B Ha KoMnaHis 6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy.
amnyni; no 10 amnyn y a.o. BBefeHHs ab0 3MiHW [0 y3araslbHEHUX AaHuX
KapTOHHI Kopoo6Li npo cuctemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvx Npo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT
oco6w, BigNoBiAa/IbHOT 3a 3[iACHEHHS]
thapmakoHarnsay; KOHTaKTHoi 0cobm 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHSN
hapmakoHarnsgy B YKpaiHi, KLU0 BOHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0cobu,
BiANOBIA&/IbHOI 32 3AiICHEHHS
hapmMakoHarnagy (BK1HoYatoUn KOHTaKTHI AaHi)
Ta/ab0o 3MiHM y po3MilLleHHi MacTep-aiina
cuctemun dpapmakoHarnsagy) - 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0co6u B YKpaiHi,
YNOBHOBAaXXEHOI 0CO6U 3asiBHMKA.
BifgnoBifa/IbHOI 3a dhapmakoHarnsg
2. | ASINIEKT Tabnetku no 1 mr, no 10 TeBa dapmaLeBTikas I13painb BMPOGHMUK, I3painb/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/13573/01/01
Tabnetok y 6nictepi, no IHpacTpis N14. AKUNA HigepnaHngn 3MiHU | TUny - 3MiHa BUPOBHKKa peyenmom
3 6nicTepN B KAPTOHHIN BignoBigae 3a BVXiAHOIO/NPOMIXXHOr0 NPOAYKTY/peareHTy, Lo
Kopoo6Li BMPOGHMNLITBO BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY MPOLIECI
NPOAYKTY in A®l, abo 3miHa BUpPOGHYKa (BKNtOYaroun, e
bulk, Heob6XigHO, MicLe NPOBEeAEHHST KOHTPOSIO
nepBuHHe AKocTi) A®I - nogaHHA komnaHii Lonza
nakyBaHHs, Guangzhou Nansha Ltd., Kutaii B sikocT
BTOPWHHE a/IbTEPHATUBHOIO BMPOBHMKA BUXIAHOIO
nakyBaHHS, maTepiany nponaprinbeH3oncynbgoHary, Lo
KOHTPO/b BMKOPUCTOBYETLCA Y NPOLIEC CUHTE3Y AitoyoTl
cepii, BUMycK PEyoBVHM PO3aUTiHY Me3unnarty
cepil, kpaiHa:
TeBa
dapmaueBTika
n lHpacTpi3
Nt 13pains;

BUPOBHMK,
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
AKUN
Bignosigae 3a
KOHTPO/b
cepii, kpaiHa:
dbapmaxemi
B.B.,
Higepnanamn
3. | AKHETIH® Kancynu no 16 mr no 10 "AapaH" ManeHcbka Xopsaris C.M.B. Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10316/01/02
Kancyn y 6nictepi; no 3 NabopaTtopis 4.4. TexHonoaxi BMNPAB/IEHHSI TEXHIYHMX NOMWU/IOK Y MeToAax peyenmom
6nicTepun y KapTOHHIl CA KOHTPOJI0 SIKOCTI, a came: y Cneuudikauii npm
KopoobLi BMNYCKY Ta Ha TepMiH npugartHocti MKA Ha
nikapcbkuii 3aci6 Ta B MeToamLi BUNpobyBaHHSA
4. | AKHETIH® Kancynu no 8 mr no 10 "AapaH” ManeHcbka Xopsaris C.M.B. Benbrisa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/10316/01/01
Kancyn y 6nictepi; no 3 NabopaTtopis 4.4. TexHonoaxi BMNPaB/IEHHS TEXHIYHMX NOMWUIOK Y MeTofax peyenmom
6nicTepun y KapTOHHIl CA KOHTPO/II0 SIKOCTI, a came: y Cneupudikauii npu
KopooLi BMNYCKY Ta Ha TepMiH npugartHocti MKA Ha
nikapcbkuii 3aci6 Ta B MeToaMLi BUNPO6YBaHHS
5. | AMBPOKCO/ Tabnetku no 30 mr no 10 KYCYM XENTXKEP IHais KYCYM IHais BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasis: 6e3 UA/7939/01/01
TabneTtok y 6nictepi, no MBT NTA XENTXKEP 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuyenma
2 6nicTepn B KAPTOHHIiA NBT NTA HaliMeHyBaHHs Ta/abo agpecu micus
ynakoBLji NPOBaKEHHS AISSTbHOCTI
BMPOGHUKa/iMnopTepa roToBoro JlikapcbKoro
3ac006y, BKIOYaUy finbHULi BUNYCKY cepii
ab0 MicLie NpoBeAeHHS KOHTPOSIIO SKOCTI.
(misnbHICTb, 3a SAKy BignoBifae
BMPOGHMK/IMNOPTEpP, BKIOYAKOUN BUMYCK CEPiid)
(YTOUHEHHs1 HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6€3 3MiHM MicLis BUPOOHNLITBA)
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-TU MicsALIB
nicns 3aTBepAKeHHs); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHuKa
peecTpavuiiHOro NocBig4YeHHs) (YTOYHEHHS
HaliMeHyBaHHS Ta agpecy 3asBHVKa); 3MiHW |
TUny - 3MiHu Wwoao 6e3nekn/epekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) (3miHa
rpacpiyHnx 306paxeHb NepPBUHHOT Ta
BTOPUHHOI YNaKoBOK Ha TEKCT MapKyBaHHs
NepBMHHOT Ta BTOPMHHOI YNakoBoK) (TepMmiH
BBEJEHHS 3MiH NMPOTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS)
6. | AMICMIPOH® IC Tabnetku ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/13800/01/01
NPONOHIoBaHoi Aji, [,00aTKOBOKO [,04aTKOBOKO 3MiHu | TMNY - 3MiHKU 3 SKOCTi. ToTOBUIA peyenmom
BKPUTI NNIBKOBOO BiANOBIAA/LHICTIO BiANOBIA&UTbHI nikapcbkuii 3aci6. 3MiHM y BUPOOHNLTBI. 3MiHK
o060s10HKOH0, No 0,08 1 Ne "IHTEPXIM" CTIO BMNPOGYyBaHb abo AOMYCTUMUX MEX,
10 (10x1) Ta Ne 20 "IHTEPXIM"

(10x2) y 6nicTepax

BCTaHOBMEHMX Y cneuundikauisx, nig yac
BVMPOGHMLTBA rOTOBOTO /iKapPCbKOro 3acoby
(BY1yYEHHS1 HECYTTEBOTO BUNPOOYBaHHS B
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

npoLeci BAPO6HMLITBA) BUTYYEHHS M.
"3anuiukosa BosOricTb" i3 cneuudikavii
NMPOMiXHOro NPoAykTy " paHynat
HeonyapeHuid" y 38 A3Ky 3 TUM, LLO KOHTPO/1b
[aHoro nokasHuka Bif6yBa€eTbCs MPOTAroM
TEXHO/OMYHOro Npouecy Ha cTagii rpaHynauil, i
Lieil NoKasHWK € XxapakTepuCTUKOI npoLecy, a
He NPoAyKTYy. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkyrnoptoBasbHuii 3aci6. 3MiHa
napameTpiB cneuudgikauiii Ta/abo AonycTummx
MeX MepBUHHOT YNakoBKN rOTOBOro
nikapcbKoro 3acoby (4ONOBHEHHS crieumdikaw,i
HOBUM NOKa3HUKOM 3 BifjNOBIAHUM METOAOM
BMUNPOGYBaHHS) -AONOBHEHHS cneundikaii
NepBUHHOT yNakoBku /13 HOBUM MOKa3HWKOM
"lgenTundpikauis” metog Y. 3MiHun | Tuny - 3miHn
3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepil (Bk/ItoHYaKun
[ianasoH po3mipy cepil) roToBOro JlikapcbKoro
3acoby (36inblweHHsa Ao 10 pasiB NopiBHAHO i3
3aTBEPAKEHUM PO3MIpOM) - 36i/bLIEHHS
po3mipy cepii MN3. 3MiHKn | TUNY - 3MiHK 3
AKOCTi. FoToBUIA Nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagi (4onomMikHUX
peyoBUHax) roToBOro Nikapcbkoro 3acoby (iHLi
3MiHW)
3MiHa y cknagi 4OMOMDKHUX PeYOBMH NAiBKOBOT
060710HKM N3, 3MiHK | TUNY - 3MiHN 3 AKOCTI.
[oToBwWIt Nikapcbkunii 3aci6. Onuc Ta cknag.
3miHa y cknagi ([ONOMiKHMX pevyoBUHaXx)
roTOBOro NikapcbKoro 3acoby (iHLi AONOMiXHI
peyoBuHM) - ByAb-Aka He3HauyHa 3miHa
KifIbKICHOrO CKnagy AOMOMDKHUX PEYOBUH Y
roTOBOMY /liKapCbKOMY 3aC06i He3HauYHa 3MiHa
KifIbKICHOTO CK1agy A0MNOMDKHUX PEYOBUH -
3MiHa CniBBiAHOLIEHHS JOMOMDKHUX PEYOBYVH
KasbLito rigpochocdpaty gurigpaty Ta
rMnpomenosn y Tabnetui-agpi g1 oTpUuMaHHa
CTabifIbHUX pe3ynbTariB T. "Po34nHeHHs"

AMOKCUKNAB®

MOPOLUOK A/151 PO3UNHY
Ans iH'ekuin, 500 mr/100
Mr; 5 donakoHiB 3
MOPOLLIKOM B KapTOHHil
Kopoo6ui

CaHpo3
dapmacbioTikans 4.4.

CnoBeHisi

CaHpo3 M'M6X

ABCTpIs

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | Tuny - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBeieHHs1 @60 3MiHM [0 y3araibHeHUX JaHnX
npo cuctemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
0cobw, BiANOBIAA/IbHOI 32 34iCHEHHS

3a
peyenmom

UA/7064/03/01
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Ne
n/n

HasBa snikapcbko20

3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsay; KOHTaKTHoOi 0cobm 3
chapmakoHarnsgy 3asBHuKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiIMiHHA BiJ, yNOBHOBaXXEHOI 0cOo6W,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsay (BKIHYaoUmM KOHTaKTHI AaHi)
Ta/ab0o 3MiHM y po3MmilLieHHi macTep-hainina
cuctemu chapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu B YKpaiHi,
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
Bif4noBifa/IbHOI 32 hapmakoHarnsg

AMOKCUK/AB®

MOPOLLIOK A1 PO3UMHY
ons id'exuin, 1000
Mr/200 wmr; 5 chnakoHiB 3
MOPOLLKOM B KAPTOHHIl
Kopoo6Li

CaHpo3

dapmacbloTikans g.4.

CnoBeHis

CaHpo3 M'M6X

ABcTpis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHY | Tuny - 3MiHK WoAao
6e3nekun/edrekTBHOCTI Ta thapmakoHarnagy.
BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3araJlbHeHuUX faHnx npo cuctemy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT
oco6w, BigNoBiAa/IbHOT 3a 3[iCHEHHSI
hapmakoHarnsgy; KOHTaKkTHoOi 0coom 3
hapMakoHarnagy 3asiBHuUKa 415 34INCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy (BkIovatoum KOHTaKTHi AaHi)
Ta/ab0 3MiHM y po3MilLleHHi macTep-aiina
cuctemun dhapmakoHarnsagy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u B YKpaiHi,
YNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BignoBiga/IbHOI 3a hapmakoHarnsg

3a
peyerimom

UA/7064/03/02

AHAPOKYP®

Tabnetkun no 50 mr no 10
Tabnetok y 6nictepi; no
2 abo no 5 6nicTtepis y
navui

Baiiep ®apma Al

HimeuunHa

[enbdapm
Ninne C.A.C.,
PpaHLis;
Baiiep
Baiimap Tm6X
i Ko. KT,
HimeuunHa

PpaHuisa/
Himeyunna

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
npuBeAeHHsA Yy BigNoBigHICTb A0
peecTpauiiiHx matepiasiB HanUcaHHA
Ha3Bu nNpenapary B Hakasi MO3 YkpaiHu Ne
640 Big 12.06.2017 B npoueci BHeCeHHs
3MiH - BUNPaB/IeHHS TEXHIYHOT MOMW/IKN B
MeToAax KOHTPO/0 AKOCTi FOTOBOrO
NiKapcbKoro 3acoby 3a NOKasHUKOM
«MikpobionoriuyHa ynctota» (6ys10 -
AHAPOKYP)

3a
peyenmom

UA/4848/01/02

10.

ANOHIN

Tabnetkun no 100 mr
Ne20 (10x2) y 6nicTepax

Megpokemi /114,

Kinp

Megokemi
nTa,
(UeHTpanbHuii
3asop), Kinp
Megokemi
NTA (3aBog
AZ), Kinp

Kinp

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
npuBeAeHHs Yy BignoBigHICTb A0
peecTpauiiHnX MaTepianiB HanMcaHHA
Ha3BW 3asiBHUKa B Haka3i MO3 YkpaiHu Ne
761 Big 04.07.2017 B npoueci BHECEHHS
3MiH - 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHA Ta/abo aapecu Micus
NPOBaYKEHHS AiSSIbHOCTI

3a
peyenmom

UA/8715/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BMPO6HUKa/iMnopTepa roToBoro JlikapCbkoro
3aco0by, BKIYaun AinbHUL BUNYyCcKy cepil
a60 MicLe NpoBeAEeHHS KOHTPOSIIO SKOCTI.
(misnbHicTb, 3a Ky BignoBifae
BMPOGHMK/iIMNOpTEpP, BK/IOUAKUM BUMYCK cepiii)
(3miHa HaliMeHyBaHHS Ta NPUBEAEHHS aapecu
BMPOOHUYUX AiMbHULb Y BiANOBIAHICTbL A0
BuUCHOBKY LLOA0 NiATBEPKEHHS BifNOBIAHOCTI
BMPOGHMLTBA NiKAPCbKNX 3ac06iB BUMOram
Ha/1eXXHOT BUPOOHUYOT MPaKTUKM
(Oepxnikcnyxba YkpaiHu) 3 nepenikom
nikapcbkux 3acobis, 63 3MiHW micus
BMPOG6HMLTBA) (TepMiH BBEAEHHS 3MiH
NpoTAroM 3-x MicsLiB Nicns 3aTBEPKEHHS)
(6yno - Mepokewmi NlimiTesa, Kinp)

11.

ANCUBUH

TabneTku, BKpUTI
NAiBKOBOK 0B0JI0HKOIO,
no 150 mr Ne10 (10x1),
Ne60 (10x6) y 6nicTepax

[O-p Peppj'c
Nab6opaTopic /T4,

IHais

4-p Peppi'c
Nab6opaTtopic
nig,
(BupobHuunii
Big4in - 7)

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHu | TMNY - 3MiHKW 3 sIKOCTi. ToTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHa
pO3Mipy ynakoBKy roTOBOrO /iKapCbKoro
3aco6y (3MiHa KinbKOCTi 0ANHNL (Hanpukiag
Tabnetok, amnyn TOLW0) B yMakoBLi:) - 3miHa
nosa fjanasoHoM 3aTBepAXeHNX PO3MipiB
yNakoBKW (BBEAEHHS [10AaTKOBUX BTOPUHHUX
ynakoBok /13, 3 BiANOBIigHMMI 3MiHaMWK Y p.
"YnakoBka") (TepMiH BEieHHs 3MiH NPOTAroM
3-x MicsILiB Nic/s 3aTBEPAYKEHHS)

3a
peyenmom

UA/15095/01/01

12.

ANCMBUH

TabneTku, BKpUTI
NAIBKOBOK 0B0JI0HKOIO,
no 500 mr Ne10 (10x1),
Ne120 (10x12) y
6nictepax

O-p Peppi'c
Na6opaTopic /T4,

IHAjA

[-p Pepapi'c
Nab6opaTtopic
nig,
(BupobHuunii
Big4in - 7)

IHAjia

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHu | TMNY - 3MiHKW 3 siKOCTi. ToTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBanbHuii 3aci6. 3MiHa
PO3Mipy ynakoBKy roTOBOrO /iKapcbKoro
3aco6y (3MiHa KinbKoCTi 0ANHNLL (Hanpukiag
TabneTok, amnyn TOLW0) B yMakoBLi:) - 3miHa
nosa fjana3oHoM 3aTBEepAXEHNX PO3MIpIB
yNakoBKM (BBEAEHHS A0AATKOBMUX BTOPUHHUX
ynakoBoK /13, 3 BignoBigHMMU 3MiHaMU Y p.
"YnakoBka") (TepMmiH BEEHHs 3MiH NPOTAroM
3-x MicsLiB nicns 3aTBEPAKEHHS)

3a
peyenmom

UA/15095/01/02

13.

APTULLOKA
EKCTPAKT-
310POB'SA

pO34uH opasibHUiA, 100
mr/mn no 100 mny
donakoHi 3i ckna abo
donakoHi nonimepHoMmy;
no 1 donakony 3
[03YI0UMM NPUCTPOEM Y
KOpOO6Lii 3 KapTOHY

ToBapucTso 3
06MEXEHOI0
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

Ykpaina

ToBapucTso 3
obmexeHoto
BiAgnoBigabHi
CTIO
"papmaLeBTu
YHa KOMNaHis
"3popoB'sa”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNy - 3MiHa NapameTpiB cneuudikavii
Ta/abo foNyCTMMUX MEX rOTOBOTO NiKapCbKoro
3aco0y (iHWi 3MiHK); cynyTHA 3MiHa: 3MiHa Y
MeTofax BUNPOo6yBaHHS roTOBOrO NiKapCbKOro
3acoby (He3HauHa 3MiHa y 3aTBepAKEHNX
MeToAax BUNpPo6yBaHHS); 3MiHM | Tuny - 3mMiHa
napameTpiB cneuudgikauii Ta/abo AonycTUMMX
MEX FOTOBOrO0 /iKapCbKoro 3acoby (iHwWi 3MiHW);

6e3
peyenma

UA/0140/02/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

CynyTHS 3MiHa: 3MiHa y MeTogax
BMNPOBYBaHHS rOTOBOIO MikapCbKoro 3acoby
(iHwWwi 3miHK y MeTogax BunpobyBaHb
(BK/THOYAOUM 3aMiHY @60 AOMNOBHEHHS)); 3MiHU |
MMy - 3MiHa y napameTpax cneuudikadii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneumdikauisx Ha Adl, abo
BVXiHUA/NPOMDKXHWIA NpoAyKT/pearexT, Wo
BVMKOPUCTOBYIOTLCA Y NPOLEC BUPOOHMLTBA
A®I (iHWi 3MiHK); CynyTHA 3MiHa: 3MiHa Y
MeToaax BunNpobysaHHA APl abo BUXigHOro
marepiany/npoMiXHOro NpoaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLLECi BUPOBHMLITBA
AD| (iHWi 3MiHM Yy MeTogax BUNPOOyBaHHS
(BKNtOYatouM 3aMiHy abo [onoBHeHHS) APl abo
BMXiAHOTO/NPOMIXXHOr0 NPOAYKTY)

14.

APTULLOKA
EKCTPAKT-
340POB'SA

pO34uH opasibHUiA, 100
mr/mn in bulk: no 10 n
abo no 50 Ny 6o4kax

ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

ToBapucTso 3
obmexeHor
BiAgnoBiganbHi
CTHO
"papmaLeBTu
YHa KOMNaHis
"3p0pos'a”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasnis:
3MiHM | TUNy - 3mMiHa napameTpis cneuudikawin
Ta/abo [oNyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco006y (iHLWWi 3MiHK); cynyTHSA 3MiHa: 3MiHa Y
MeTofax BUNPO6yBaHHS rOTOBOrO NiKapCbKOro
3aco6y (He3HayHa 3MiHa Y 3aTBEpPAKEHNX
MeTofax BUNPo6yBaHHS); 3MiHK | Tuny - 3MiHa
napameTpiB cneundikauii Ta/abo AonycTUMmx
MEX rOTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW);
CYNyTHSA 3MiHa: 3MiHa Y MeToAax
BMNPOBYyBaHHSA rOTOBOrO NiKapCbKOro 3acoby
(iHWwi 3miHM y MeTogax BUNpobyBaHb
(BKKOYAOUM 3aMiHy ab60 [OMNOBHEHHS)); 3MiHK |
MMy - 3MiHa y napameTpax cneuudikawiin
Ta/abo [oNyCTUMUX MEX, BUSHAUEHUX Y
cneundikauiax Ha A®l, abo
BVXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTLCS Y NpoOLeci BUPOOHNLTBA
A®| (iHWi 3MiHW); CYNyTHSA 3MiHa: 3MiHa Y
mMeTofax BunpobysaHHs A®| abo BuXigHOro
Marepiany/npoMiXXHOro NpoAayKTy/peareHTy, LWo
BUKOPVCTOBYETLCA Y NPOLLECi BUPOBHMLITBA
A®| (iHWi 3MiHM y MeTogax BUNPObyBaHHSA
(BKtOYatouM 3amiHy abo fonoBHeHHS) APl abo
BMXiAHOTO/NPOMIXHOr0 NPOAYKTY)

UA/14795/01/01

15.

AP®A3ETUH

36ipno50ra6o 75ry
nadui 3 BHYTPILLHIM
nakeTtom, no 1,5ry
hinbTp-nakeTi; no 20
inbTP-nakeTiB y naydi 3
KapToHY

MpAT
dPapmaueBTUyHa
thabpuka "Biona"

Ykpaina

MpAT
dapmaLesTuy
Ha ghabpuka
"Biona"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BNacHvka peecTpauiiHoro nocBig4YeHHs) -
3MiHa agpecu 3aaBHUKaA

6e3
peyenma

UA/11610/01/01

16.

ACINAPKAM

Tabnetkn, 50 TabneTok

MAT "lrannudapm”

YkpaiHa

MAT

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHux maTtepiaiis:

6e3

UA/4509/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
y 6nictepax; no 50 "Tannucapm" 3MiHM | TUMy - 3MiHK y NpoLeci BUPO6GHMLUTBA peyenma
Tabnetok y 6nictepi, no roTOBOro NMikapCcbKoro 3acoby, BKIYauu
1 6nicTepy y nayui NPOMIDKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NPU
BMPOGHUWLITBI FOTOBOTO NiKApCbKOro 3acoby
(He3Ha4yHa 3MiHa y npoLleci BUpo6HULTBA)
17. | ATOPUC TabneTkn, BKpUTI KPKA, 4.4., Hoso CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/8671/01/01
NAiBKOBOK 060I0HKOIO, MecTo Hoso mecTo 3MiHu | TUny - nogaHHa HoBoro CEP RO-CEP peyenmom
no 40 mr no 10 Ta6neTok 2013-024-Rev 01 ans fjto4oi peqyoBrHA
y 6nicTepi; no 1 a6o no Atorvastatin calcium trihydrate Big
3 a6o no 9 6nicTepiB y 3aTBEPXEHOr0 BUPOOHMKA
KapTOHili kopobui
18. | ATOPUC TabneTku, BKpUTI KPKA, 4.4., Hoso CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/8671/01/02
NAiBKOBOK 060I0HKOMO, MecTo HoBo mecTO 3MiHu | TUNy - nogaHHsA Hosoro CEP RO-CEP peyenmom
no 30 mr no 10 Ta6netok 2013-024-Rev 01 ans gjto4oi peqyoBrHN
y 6nicTepi; no 3 a6o no Atorvastatin calcium trihydrate Big
6, abo no 9 6nicTepis B 3aTBEPXEHOr0 BUPOOHMKA
KapTOHHI KOpoo6Lli
19. | ATOPUC TabneTtkn, BKPUTI KPKA, a.4., HoBo CnoBeHisi KPKA, a.4a., CnoseHis BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasis: 3a UA/8671/01/03
NNiBKOBOK 060JI0HKOMO, MecTo Hoso mecTo 3MiHu | TUny - nogaHHsA Hosoro CEP RO-CEP peyenmom
no 60 mr no 10 TabneTok 2013-024-Rev 01 ans gjto4oi peyoBuHU
y 6nicTepi; no 3 abo no Atorvastatin calcium trihydrate Big
6, abo no 9 6nicTepis B 3aTBEPKEHOr0 BUPOOHMKA
KapTOHHiii Kopo6Lli
20. | ATOPUC TabneTku, BKpUTI KPKA, a.4., Hoso CnoBeHisi KPKA, a.4a., CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/8671/01/04
NNiBKOBOK 060JI0HKOHD, MecTo HoBso mecTo 3MiHu | TUNy - nogaHHsA Hosoro CEP RO-CEP peyenmom
no 80 mr no 10 TabneTok 2013-024-Rev 01 ans Ajto4oi peyoBuHN
y 6nicTepi; no 3 a6o no Atorvastatin calcium trihydrate Big
6, abo no 9 6nicTepis B 3aTBEPKEHOIO BUPOGHMKA
KapTOHHiiA Kopo6Lli
21. | ATOPUC TabneTku, BKpUTI KPKA, a.4., HoBo CnoBeHisi KPKA, a.4a., CnoBeHis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/5302/01/02
NNiBKOBOK 060/I0HKOHO, MecTo HoBso mecTo 3MiHu | TUny - nogaHHsa Hosoro CEP RO-CEP peyenmom
no 10 mr no 10 TabneTok 2013-024-Rev 01 gns ajtoyoi peyoBuHn
y 6nicTepi; no 3 a6o no Atorvastatin calcium trihydrate Big
9 6nicTepiB y KapToHil 3aTBEPKEHOIO BUPOGHMKA
Kopoo6ui
22. | ATOPUC TabneTku, BKpUTI KPKA, a.4., HoBo CnoseHis KPKA, a.4a., CnoseHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/5302/01/03
NNiBKOBOK 060/TI0HKOHO, MecTo HoBso mecTo 3MiHu | TunNy - nogaHHs Hosoro CEP RO-CEP peyenmom
no 20 mr no 10 TabneTok 2013-024-Rev 01 gns ajtoyoi peyoBuHN
y 6nicTepi; no 3 abo no Atorvastatin calcium trihydrate Big
9 6nicTepiB y KapToHil 3aTBEPKEHOIO BUPOGHMKA
Kopobui
23. | AUL® FAPSYNIA NOpoLLUOK AN CaHpo3 CnoBeHis BMNYCK cepil: HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/6568/02/02
HAMIA MES, OpaslbHOro Po34nHy no dapmacbioTikans 4.4. Cantotac LBeliuapis npuBeAeHHA y BiANOBIAHICTL A0 peyenma
NTMMOH 200 mr; no 3 r NOpoLUKY dapma M'm6X, peecTpauiiiHMx matepiasiiB HanMcaHHsA
B NnakeTuky ; no 20 HimeuuunHa; peecTpauiiiHux HoMepiB B Hakasi MO3
NakeTWKiB y KAPTOHHIl BUPOGHMK in Ykpainu Ne 732 Big 30.06.2017 B npoueci
Kopoo6ui bulk, BHECEHHSA 3MiH - 3MiHu | Tuny -

TeCTyBaHHA,

AOMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BK
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
nakyBaHHs: nikapcbKoro 3acoby (6yno - AUL® FAPAYNN
Ninpodpapm HAMIN) (TepmiH BBEAEHHA 3MiH NPOTAroM 6-T1
v6X, MicsaLiB nicns 3aTBepAyKeHHs) (6yno -
HimeyuunHa; UA/6568/02/01)
BMPOGHMK in
bulk,
TeCcTyBaHHs,
nakyBaHHs:
3am60H
CaiT3enaHpg,
nra,
LBeliuapis
24. | AUL® FAPSYNNA MOPOLLIOK ANsi CaHpos CnoBeHis BWMYCK Cepii: HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/6568/02/01
HAMIA MES, OpasibHOro Po3ynHy no dapmacbioTikans 4.4. Cantotac LLiBeiiuapis npuBeAeHHs Yy BigNoBigHICTb A0 peyenma
JNTMMOH no 600 mr; no 3r dapma M'vbX, peecTpauiiHnx maTepianiB HanMcaHHsA
MOPOLLKY B MaKeTUKY; MO HimeuyuunHa; peecTpauiiiHux HoMepiB B Hakasi MO3
6 NaKeTUKiB y KApPTOHHIlA BUPOGHMK in Ykpainu Ne 732 Big 30.06.2017 B npoueci
Kopobui bulk, BHECEHHSA 3MiH - 3MiHu | Tuny -
TecTyBaHHS, AAMIHICTPaTUBHI 3MiHN. 3MiHa Ha3BU
nakyBaHHs: nikapcbKkoro 3acoby (6ys1o - ALIL® FAPAUMN
Ninpgodhapm HATI) (TepMiH BBEAEHHS 3MiH NPOTArOM 6-T1
v6X, MicAUiB nicns 3aTBepAKeHHs) (6yno -
HimeuuunHa; UA/6568/02/02)
BMPOGHMK in
bulk,
TeCTyBaHHs,
nakyBaHHS:
3am60H
CaiT3enaHp,
NTa,
LLIBelinapis
25. | BAHEOUWVH MOPOLLIOK HALLKIpHWIA Mo CaHpo3 CnoBeHis BignoBiAabHU ABCTpist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/3951/02/01
10 r nopoLuky B dapmacbioTikans 4.4. 1 3a BUNYCK 3MiHM | Tuny - 3MiHK WoAo peyenma

KOHTeliHepi; no 1
KOHTEliHepy B kopobLi

cepii: CaHgo3
M6X-TexOnc,
ABCTpIS;
BMPOGHUK
nNpoAyKUiT in
bulk,
nakyBaHHS:
dapmayonTiL
e dabpik
MoHTaBiT
'M6X, ABCTpis

6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHux Npo cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT
0oco6w, BigNOBIAA/IbHOT 32 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0cOo6Y,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapMakoHarnsay (BKIHYaoUmM KOHTaKTHI AaHi)
Ta/ab0o 3MiHM y po3MmilLieHHi macTep-haiina
cuctemu chapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu B YKpaiHi,
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
Bif4noBifa/IbHOI 3a hapmakoHarnsg
26. | BET®EP®-1A PO34nH AN4 iH'eKLi No 6 TOB "3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/13963/01/01
000 000 MO B amnynax "BIO®PAPMA" "BIO®PAPMA" npuBeAeHHA y BiANoBigHICTb A0 peyenmom
abo chnakoHax Ne 5, Ne peecTpauiiHnx MaTepianiB HanMCaHHA
10 BMPOGHUKIB B Hakasi MO3 YkpaiHu Ne 476
Bif 27.04.2017 B npoueci BHECEHHSA 3MiH -
3MiHuW | TUNY - BBeAEHHA abo 3MiHM 40
y3araslbHeHUX AaHunx Npo cuctemy
thapmakoHarnagy (BKouvatoum KOHTaKTHi AaHi)
Ta/ab0 3MiHM y po3MilLleHHi macTep-haiina
cuctemn chapmakoHarnagy (6yno - MpAT
"BIO®APMA", YkpaiHa; TOB "®3
"BIO®APMA", YkpaiHa)
27. | BET®EP®-1A PO34nH A5 iH'EKLi No TOB "3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/13963/01/02
12 000 000 MO B "BIOPAPMA" "BIO®PAPMA" npuBeAeHHs y BignoBigHICTb A0 peyenmom
amnynax abo diakoHax peecTpauiiiHnx MaTepiasiiB HanMCaHHA
Ne 5, Ne 10; y wnpuuyax BMPOGHUKIB B Hakasi MO3 YkpaiHu Ne 476
a6o amnynax Ne 10 Bif 27.04.2017 B npoueci BHECEHHSA 3MiH -
(5x2) y bnictepax y 3MiHuW | TUNY - BBeAEHHA abo 3MiHM A0
nauui y3araslbHeHUX AaHunx Npo cuctemy
hapmMakoHarnsagy (BK1Ho4YatoUm KOHTaKTHI AaHi)
Ta/ab0o 3MiHM y po3MilLleHHi macTep-aiina
cuctemn chapmakoHarnagy (6yno - MpAT
"BIO®APMA", YkpaiHa; TOB "®3
"BIO®APMA", YkpaiHa)
28. | BNIUED NOPOLLOK A1 PO3UNHY AAP dapma fiTa,. CnonyyeHe lnaoHr Pecny6nika BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/4588/01/03
Ans iH'ekuii no 1000 mr KoponiectBo | ®apmac'toTika Kopes/ 3MiHu | TMNY - 3MiHKW 3 SKOCTi. FoTOBUIA peyenmom
y dhnakoHax Ne 1 a6o Ne nKo. Nitg,, IHAjisA nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
10 Pecny6nika 3amiHa ab0 BBeAEHHs1 4OAATKOBOI Ai/TbHUL
Kopes; BMPOBHMLTBA 151 YaCTMHM abo BCbOro
3elicc BMPOGHMYOro NpoLecy roToBoro fikapcbKoro
dapmac’ioTike 3aco6by (AibHMUSA, Ha Kl NPOBOAATLCS By ab-
nc ner. 114., SIKi BUPOOHWYI cTagil, 32 BUHATKOM BUMYCKY
IHAis cepii, KOHTPONIO AKOCTi Ta BTOPUHHOIO

naKkyBaHHS /719 CTEPUSTbHUX JTIKAPCbKMX
3ac06iB (BK/1HOYAKUUN BUPOGIEHI acCenTUYHUM
MEeTOA0M), KPiM NikapCbkMx 3aco6iB
6i0/10r4YHOro/iMyHO/IOTIYHOrO NMOXOAKEHHS)
(BBEAEHHSA [OAATKOBOI AiNbHULI BUPO6HULTBA
- 3elicc Papmac'ioTikenc MeT. NI14., IHAiA)
CynyTHS 3MiHa - 3MiHM 3 SKOCTi. FoTOoBWIA
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHULTBI.
3amiHa abo BBeAeHHA [0AaTKOBOI AiNbHUL
BMPOGHMLTBA A/15 YacTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro likapcbkoro
3aco6y (AiNbHUUA 415 BTOPUHHOMO NakyBaHHS)
(BBEAEHHA A0AATKOBOI AiNbHULLI BUPOGHMLTBA
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
- 3eiicc ®apmac'tiotikenc MeT. NIT4., IHAiA);
3MiHu | TMNY - 3MiHKU 3 SKOCTi. ToTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOIO AKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKA,
LLIO BignoBigae 3a BBe3eHHS Ta/abo BuUMyck
cepii) - Bknoyatouy KOHTPONb/BUNPOGYBaHHSA
cepii (BBeAE€HHA [0AATKOBOI AiNIbHUL
BMPOGHMLTBA - 3elicc Papmac'toTikenc MBT.
N14., IHAis)

29. | BOTOKC® | NMOPOLLOK A1 PO3UNHY AnnepraH IpnaHgjs AnnepraH Ipnangis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a 805/10-
BOTOX® Ans iH'ekui no 100 a6o dapmacbloTikan3 dapmacbioTika 3MiHW | TUny - 3MiHK 3 AKOCTi. 3MiHM A0 peyenmom 300200000
KOMMMEKC 200 oguHWLp - IpnaHgis n3 lpnaHgis peecTpavLiiHoro NocBigYEHHsI BHAC/IAOK iHLIMX
BOTYNIHIYHOIo AnnepraH y conakoHi Ne perynsatopHux npouegyp. NMM®/BA3®
TOKCUHY TUMY A (macTep-thaiin Ha nnasmy/3aranbHuii haiin Ha
(Bl4, CLOSTRIDIUM BaKLWHHW aHTUreH). BK/IOYEHHS HOBOIO,

BOTULINUM) OHOB/IEHOTO ab0 3MiHEHOrO MacTep-haina Ha
nnasmy y peectpadiiiHe fOCbE Ha NiKapCbKuii
3aci6 (npouenypa 2-ro etany ana NMo)
(BK/IHOYEHHS OHOB/IEHOTO/3MIHEHOTO MacTep-
(haiina Ha nnasmy, SKLL0 3MiHU He BMIMBaKOTb
Ha BNacTUBOCTI FOTOBOrO NikapcbKoro 3acoby) -
OHOBJ/IEHHS MacTep-ghaiina Ha niasmy
30. | BPAMITOB PO34UH NS iHranAauin, K'esi dapmacbloTikasic ABCTpIs BTOPVHHE ITania/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/15301/01/01
300 mr/4 mn no 4 mn B 6X nakyBaHHs, HimeuunHa 3MiHu |l TUny - 3MiHK [0 IHCTPYKLUIT AnA peyenmom
amnyni; no 4 amnynu B KOHTPO/b MeAMYHOro 3aCTOCyBaHHS [0 po34inis
repMeTMyHO 3anasHoMy AKOCTI Ta "®apmakonoriyHi BiactueocTi", "OcobnuBi
cTpuni; no 16, 28 a6o 56 BUNYCK cepi: 3axoau 6esnekun”, "B3aemogis 3 iHWMK
amnyn y KapTOHHIl K'esi Nikapcbkumu 3acobamu Ta iHLWi BUAN
KopooLi dPapmaveyTuui B3aemogiin”, "Cnocib 3acTtocyBaHHs Ta A03un",
C.n.A., ltanis; "Mo6ivHI peakuil™ BigNOBIAHO A0 MaTepianis
BMPOBHULTBO PEECTPALHOIO AOCHE 3ri4HO 3 BUCHOBKOM
3a NOBHUM KOHCY/IbTaTUBHO-eKCNepTHOI rpynu. BBeAeHHA
LMKNOM: 3MiH NpoTArom 6-Tm MicAuiB nicnsa
IeHeTiK 3aTBepAKeHHs
C.n.A, Itanis;
BUPOBHMK
npoaykuii in-
bulk,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS Ta
KOHTPONb
AKOCTI:
Xononak
PepnakyHrcte

XHiK TM6X,
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
HimeuunHa;
BTOPWHHE
nakyBaHHs:
Xononak
depnakyHrcte
XHiK TMOX,
HimeyynHa
31. | BPOKCIHAK Kpanni o4Hi 0,09 %, no CeHrTicc ®apma IMBT. IHais CeHricc IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15200/01/01
1,7 mn y dhnakoHi, no 1 nra. ®apwma M.T. TexHiyHa nomuska (3rigHo Hakaly MO3 Big, peyenmom
hnakoHy 3 nra. 23.07.2015 Ne 460),
KpanenbHULE B BunpaBneHHs TeXHIYHUX NOMMUIIOK, 3rigHo nn.1
KapTOHHI ynakosLi n.2.4. posginy VI Hakazy MO3 Ykpainu Big
26.08.2005p. Ne 426 (y pegakuii Hakasy MO3
Ykpainu Big 23.07.2015 p Ne 460) —
opcporpadpivHi Ta/abo rpamaTUyHi NOMUIKK, Y
TOMY uvcCAi y TpaHcniTepawii, ki 6ym
nonyuleHi npu peectpauii (Hakas Ne520 Big
03.06.2016p.), a came: y TEKCTI MapKyBaHHs
BTOPUHHOI YNakoBKM Ha Nikapcbkuii 3aci6 byna
JonyLeHa NOMUIIKa y Ha3Bi AOMOMiIXHOT
peyoBuHN. 3a3HaYeHe BUNPaB/IEHHSA
BiANOBIAAE peecTpauiiHum MaTepianam.
BunpaBneHo TeXHIYHY NOMUJIKY B iHCTPYKUT
015 MeMYHOTO 3acTOCyBaHHS
32. | BPOKCIHAK Kpanni o4Hi, 0,09 % no CeHrticc ®apwma IMBT. IHais CeHricc IHais BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/15200/01/01
1,7 mn y dpnakoHi, no 1 nra. dapwma M.T. 3MiHu | TUny - 3MiHa po3mipy cepii (BkIUarumn peyenmom
donakoHy 3 nta. fianasoH po3mipy cepil) roTOBOrO JliKapCbKoro
KpanesibHULE B 3aco06y (36inbweHHs Ao 10 pasiB NOpPIBHAHO i3
KapTOHHI ynakoBLi 3aTBEPKEHVMM PO3MIPOM) - BBEAEHHS
AofaTtkoBoro posmipy cepii 30 n1 (15000
ynakoBoOK) Ta gogatkoso 60 n1 (30000
ynakoBoK)
33. | BAKCIrpun | CcycneHsist gns iH' ek CaHocdpi MNactep C.A. dpaHuis CaHodpi dpaHuis BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a 65/12-300200000
VAXIGRIP no 0,25 mn Ne 1, Ne 10 Mactep C.A. 3MiHM Il TUMy - 3MiHa y NEPBUHHIN ynakoBLi peyenmom
CcnniT-BAKUMHA a60 Ne 20; no 0,5 mn Ne rOTOBOrO JliKapcbKoro 3acoby (sikicHuiA Ta
ANndA 1, Ne 10, Ne 20 a6o Ne KiNbKIiCHWIA cknag) - CTePUbHI Nikapcbki
NMPO®DINTAKTUKA 50 B nonepeaHLO 3aco6y Ta nikapcbki 3acobum
reuny 3anoBHEeHVX LWnpuLax 3 6i010ri4YHOro/iMyHOOMNYHOTO NMOXOLKEHHS -
IHAKTUBOBAHA NPVKPINJIEHOI TO/TKOHD; peecTpauis albTepHATUBHONO YLUiIbHIOBaYa
PIOKA no 5 mn (10 po3s) y nopLuHs 3 6poMOYTUY, BUrOTOB/IEHOTO 63
hnakoHax Ne 1 a6o Ne 3aCTOCYBaHHS LIMHKY
10
34. | BAP®APVH Tabnetku no 3 mr no 30 OpioH KopropeiiLuH PiHNAHAIA OpioH PiHnaHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/5190/01/01
OPIOH a6o no 100 TabneTok y KopnopeiiwH, 3MiHKM | TURY - 3MiHW WOA0 peyenmom
chnakoHi; no 1 donakoHy PiHNAHgIS; 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy
B KapTOHHI kopo6Lyi anbTepHaTUBH (iHLLI 3MiHW) - 3MiHW BHECEHO [0 TEeKCTY
nii BUPOGHUK, MapKyBaHHA BTOPVMHHOI YNaKOBKW NiKapCbKOro
LLIO 34iCHI0E 3acoby, a came, A0 po3ainy «IHwi ocobnmei
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
nepBuHHe Ta 3acTepexeHHs»
BTOPWHHE
nakyBaHHS:
OpioH
KopnopefiH,
PiHnaHAIA
35. | BAP®APUH Tabnetkv no 5 mr no 30 OpioH KopriopeiiLuH PiHNAHAiA OpioH DiHNAHAA BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/5190/01/02
OPIOH ab6o no 100 TabneTok y KopnopefiH, 3MiHK | TUNY - 3MiHK WoA0 peuyenmom
chnakoHi; no 1 donakoHy PiHNAHAIS; 6e3nekn/edpeKkTNBHOCTI Ta thapmakoHarnsgy
B KQpPTOHHI kopobLj anbTepHaTUBH (iHLWi 3MiHW) - 3MiHM BHECEHO [10 TEKCTY
nii BUPOBHUK, MapKyBaHHS BTOPVHHOT YNakoBKW NiKapCbKoro
LLLO 3AjCHI0E 3acoby, a came, [0 po3giny «lIHWi ocobamsi
nepBuHHe Ta 3acTepeXXeHHs»
BTOPWHHE
nakyBaHHS:
OpioH
KopnopefiH,
PiHnaHAIA
36. | rAnonpPun Tabnetku no 1,5 mr no ToBapucTBO 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/12338/01/01
10 Tabnetok y 6nictepi; 06MeXeHo 06MEXEHO 3MiHM | TUny - 3MiHa napameTpiB cneuudikawii peyenmom
no 5 a6o 10 6nictepis y BiANOBIAA/LHICTIO BiANOBIA&/TbHI Ta/abo foMyCTUMUX MEX roTOBOro MikapcbKoro
KapTOHHI Kopoo6Li "XapkiBcbke CTIO 3acoby - 3MiHM 40 T. "MikpobiosoriyHa
hapmaLeBTuyHe "XapkiBcbke yncToTa", y 3B°A3Ky 3 NPUBEAEHHSIM 10 BUMOT
nigNpMEMCTBO thapmaveBTUy Loy
"3p0poB's Hapoay" He
nignpueMCcTBO
"3p0poB'sa
Hapozay"
37. | TAPAACUN | CyCNeHs3is Ans iH'eKuili Mepk LWapn i floym LBeliuapis Mepk Wapn i CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: - UA/13053/01/01
GARDASIL® no 0,5 mn (1 gosa) y loea IHkK. Joym Kopn., Higepnangn 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
BAKUUHA NPOTU chnakoHax Ne 480 a6o y CLUA; Mepk roTOBOrO JlikapCbKOro 3acofy - 3aMiHa
BIPYCY nonepegHLO LWapn i oym NOTOYHOr0 MeToAy BUNPOOYBaHHA ANs TECTY
NAMINIOMUA HaMoOBHEHUX LUNpMLAX B.B., "O6'eM, L0 BUTAraeTbCcs" Ha papMakonenHui
NANHU (TUniB Ne 100 y KapTOHHiii HigepnaHamn rpaBiMeTpuyHuii Metog (Pooled Gravimetric
6, 11, 16, 18) KopobLi Method) ans nikapcbkoro 3acoby (y dpnakoHax)
KBAAPUBANEHTH npu Bunycky. Cneundikavisi Ha roToBui
A nikapcbkuii 3aci6 He 3MIHIOETBLCS; 3MiHM | TNy -
PEKOMBIHAHTHA, 3MiHK BUNpobyBaHb abo [OMYCTUMUX MEX,
IN BULK BCTaHOB/IEHMX Y cneyudikauisx, nig vyac
BMPOGHMLITBA FOTOBOTO J1iKapPCbKOro 3acoby -
Moaudikalisa napameTpy KpUTUYHOTO 3HAYEHHS
[031 oNs1 BifoOpaKeHHs1 MiHIMa/IbHOI KisbKOCTI
3anoBHeHHs dinakoHy, HeobXigHOI ANns
[0CArHEHHs 3anponoHoBaHoil 403U
38. | TAPAACUN | CyCneHsist gNns iH'ekuiin Mepk LWapn i Joym LlBeiuapis Mepk Wapn i Higepnangn/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/13451/01/01
GARDASIL® no 0,5 mn (1 gosa) y loea, IHK [oym B.B., CLWA 3MiHuM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peyenmom
BAKUVHA NPOTU donakoHax Ne 1, Ne 10 HigepnaHaw; roTOBOrO NikapCbKOro 3acoby - 3amMiHa

BIPYCY

a60 y nonepeHLo

Mepk LWapn i

MOTOYHOrO MeTofy BUNPOBYBaHHS AN TECTY
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
NANIMoMMn HanoBHEHNX LUNpULAXxX [Joym Kopn., "O6'em, WO BUTAraeTbca" Ha dhapmakoneiHni
NAVHU (TUNIB Ne 1, Ne 6 y KOoMnnekTi 3 CWA rpaBiMeTpuyHuii Metog (Pooled Gravimetric
6, 11, 16, 18) 1 ronkoto Method) ans nikapcbkoro 3acoby (y dpnakoHax)
KBAAPUBANEHTH npu Bunycky. Cneumdikais Ha rotoBuii
A nikapcbkuii 3aci6 He 3MIHIOETBLCS; 3MiHM | TNy -
PEKOMBIHAHTHA 3MiHM BUNpobyBaHb abo [OMYCTUMUX MEX,
BCTaHOBJIEHNX Y crneuudikauisx, nig vac
BMPOGHMLITBA FOTOBOTO /TiKapPCbKOro 3acoby -
Moaudikalisa napameTpy KpUTUYHOTO 3HAYEHHS
0031 ANs Bif0OpaKeHHS MiHIMasIbHOI KifIbKOCTI
3anoBHEHHA (h/1akoHy, HeobXigHOT Ans
[OCATHEHHA 3anpornoHoBaHoi 403K
39. | TNEMOHT TabneTku, BKpUTI "neHmapk IHgis neHmapk IHAjsA BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/14000/01/01
NNiBKOBOK 060/I0HKOHO, PapmacboTrKan3 PapmMacboThK 3MiHK | TUNy - nogaHHsA HoBoro CEP Ne RO- peyenmom
no 10 mr no 10 TabneTok nra. ans /i1g,. CEP 2011-245-Rev 02 gna A®l moHTenykacty
y 6nicTepi, no 3 BiJl BXX€ 3aTBEPAXEHOr0 BUPOOHUKA, Y 3B'A3KY 3
6nicTepy B KAPTOHHIA BBEEHHAM [OAATKOBOI AifIbHUL BUPOGHMLTBA
Kopobui; no 30 TabneTok AdI|
Y KOHTelHepi, no 1
KOHTEHEepy B KapTOHHIl
Kopoobui
40. | TMMUKNALA® TabneTtkn 3 KPKA, a.4., Hoso CrnoseHis KPKA, a.4a., CnoseHis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/10406/01/01
MoandikoBaHUM MecTo HoBo mecTo 3MiHu | TMNY - 3MiHKW 3 siKOCTi. ToTOBUIA peyenmom
BMBI/IbHEHHAM M0 30 Mr nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
Ne30 (10x3), TepMiHax NpuaaTHoCTi abo ymoBax 36epiraHHs
Ne30(15x2), Ne60 rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHS
(10x6), Ne60(15x4), TEepMiHy NPUAATHOCTI FOTOBOrO NiKapCbKoro
Ne90(10x9), Ne90(15x6) 3acoby) - [N ToproBoi ynakoBku
y 6nictepax (niaTBEPAKYETLCA AAHUMUN pPeasibHOro yacy) -
36i/bLUEHHS TEPMiHY MPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby. 3aTBepAXeHO: 3 PoKy.
3anponoHoBaHo: 5 pokiB.
BBeaeHHs 3MiH NpoTarom 3-x Micauis nicns
3aTBEPAKEHHS.
41. | TPUNMNOCTAA® Kpanni HazasbHi, PO34nH CTALOA HimeuunHa CTAOA HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/3090/02/02
PWHO 0,05%, 0,05% no 10 mny ApuHaiimittens Al ApuHaiimitTen 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peuyenma
HA3ANbHI KPANNI | dnakoHi; no 1 dpnakoHy b Al rOTOBOrO J1ikapCbKOro 3acoby - BHECEHHS
B KapPTOHHIiA KOpO6Li He3HayHMX 3MiH 40 MeTo/iB BUNPOGyBaHHSA
roTOBOrO /KapPCbKOro 3acoby 3a NoKa3HKOM
"Jomilkn. YuctoTa", a came: B ONUC NepeBipkn
npugaTHoCTi XxpoMaTtorpadivyHoi cuctemu
42. | DEKCAMETA3OH Tabnetku no 0,5 mMr no KPKA, a.4., Hoso CnoBeHisi KPKA, a.4a., CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/8538/02/01
10 Tabnetok y 6nictepi; MecTo HoBo mecTo 3MiHM | TUNY - NOA4AHHA OHOBNEHOTO peuyenmom
no 1 6nictepy B cepTudikaTa BiANoOBiAHOCTI €Bponeiickkili
KapTOHHHIli KopobLi thapmakonei Ne R1-CEP 1996-019-Rev 07 gns
nitoyoi pevoBuH Dexamethasone Big
3aTBEPLKEHOIO BUPO6HMKA
43. | AIATHOCTWUH- NOPOLLIOK ANst ToBapuCTBO 3 YkpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 6e3 UA/15448/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
340POB'A Opa/ibHOr0 PO34uHY, MO 0bMexeHot obmexeHor 3MiHu | Tuny - 3miHK Wwoao peyenma
55,318 r nopoLuky y BiANOBIAANILHICTIO BignoBiganbHi 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy.
naketi; no 6 nakeTiB y "®apmaveBTUyHa CTIO BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
Kopoo6Ui KomnaHis "3gopos'a” "®apmaneBTn YMOB BuJaui peecTpauiiiHoro nocBig4eHHs,
YHa KOMNaHis BK/ItOYaroum MNnaH ynpasniHHSA pusnkamm
"3p0pos'a” (3acTocyBaHHs 3MiH(1), siKi(a) BUMararoTb(€)
noAasibLIOro 06I'PYHTYBaHHSA HOBUMM
[00aTKOBUM AaHVMK, WO MaloTb HagaBaTmcs
KOMMNETEHTHUM OpraHoM, OCKifbK/
BUMAraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM
opraHom) - BukoHaHHs1 3060B'13aHb BiANOBIAHO
no nianyHkty 1.8.2 nyHkty 1.8 gopatky 5 fo
Mopsaky NPOBEeAEHHS eKCnepTusn
peecTpavuiiHux MaTepiasis Ha Jlikapcbki
3aco6u, Lo NoJaloTbCs Ha AePXaBHy
peecTpadito (nepepeecTpawito), a Takox
eKcrnepTn3n mMmatepiaslis Npo BHECEHHS 3MiH 40
peecTpaLiiHix MmaTepianis npoTArom Al
peecTpauiiHOro NoCBigYeHHs, 3aTBEPAKEHOIO
Haka3zoM MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)

44. | LOKCA303/H Tabnetkv no 1 mr no 30 ToBapucTBo 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/2974/01/01
TabneTtok B 6aHuji abo 06MeXeHo BUPOGHULTBA, npuBeAeHHs Yy BignoBigHICTb A0 peuyenmom
KOHTeliHepi, no 1 6aHui BiANOBIAA/LHICTIO KOHTPO/b peecTpauiiHnx maTepianiB HanMcaHHsA
abo KoHTeliHepy B "[locnigHwii 3aBog, AKOCTI, BUMYCK ynakoBOK B Haka3i MO3 YkpaiHu Ne 543 Big,

KopoobLi "rHUnNC" cepi: 19.05.2017 B npoueci BHECEHHSA 3MiH - 3MiHU
ToBapucTso 3 | TUny - NogaHHA HoBOro cepTudikata
obmexeHor BiANoOBiAHOCTI EBponelickkii hapmakonei ans
BignoBiganbHi A®I Big HOBOro BUpO6HKMKa (6yNno - TabneTku
cTI0 no 1 mr no 30 Tabnetok B 6aHLji, No 1 6aHLi B
"NocnigHnii KOpoo6Li)
3aBof
"rHunct,
YkpaiHa; BCi
cTagji
BMPOGHMLTBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTBo 3
obmexeHoto
BiANOBIA&UTbHI
CTIO
"PapmavnesTu
YHa KOMNaHis
"3p0pos'a",
YKpaiHa
45. | AOUETAKCEN- KOHUEeHTpaT Ans Mictpan Kenitan Benuka AxTasic |Tanis ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepiasis: 3a UA/13982/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
BICTA po3unHy Ans iHgysiii, 20 | MeHemxmeHT JlimiTes, BputaHis C.n.A. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
mr/mn no 1 mn (20 mr), HaliMeHyBaHHs Ta/abo aapecy 3asiBHMKA
a6o no 4 mn (80 mr), (BNacHvKa peecTpauiiHoro nNocBigYeHHs) -
abo no 7 mn (140 mr) y 3MiHa HaliMeHyBaHHSA Ta afpecu 3asiBHUKa
donakoHi; no 1 dpnakoHy
B KQPTOHHIi kKopobui
46. | EBOMENPA30N TabneTku, BKpUTI AxTasic rpyn AT IcnaHgis AxTasic AT, IcnaHgis/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/14202/01/01
060/10HKOH, IcnaHgis; Bonrapis 3MiHK | TUNY - 3MiHK 00 IHCTPYKUIT AN peuyenmom
KMLLKOBOPO34MHHI no 20 BankaHndapma MeAMNYHOro 3acTocyBaHHs y p. "Mob6iuHi
Mr no 7 TabneTok y -AynHnua AT, peakuji" 3rigHO 3 OHOBIEHUMU JaHUMU 3
6nictepi; no 1 abo no 2 Bonrapis nesnekun 3acTocyBaHHs NikapcbKoro 3acooby.
6nicTepun y kapTOHHIl BBegeHHA 3MiH npoTArom 3-x micsAuiB nicnsa
Kopo6ui 3aTBepAKEHHs
47. | EBOMENPA30/ TabneTtku, BKPUTI AxTasic rpyn AT IcnaHgis AkTasic AT, IcnaHgis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14202/01/02
060/10HKOI0, IcnaHgis; Bonrapis 3MiHM | TURY - 3MiHW A0 IHCTPYKLiT Ans peyenmom
KMLLKOBOPO34MHHI no 40 BankaHndapma MeJMNYHOro 3acTocyBaHHs y p. "To6iuHi
Mr 10 7 TabneTok y -AynHnua AT, peaxuii" 3rigHO 3 OHOB/IEHMMMW AAaHUMU 3
6nicTepi; no 1 abo no 2 Bonrapis nesnekn 3acTocyBaHHs MiKapCbKoro 3acooby.
6nicTepun y KapTOHHIl BBepeHHs 3miH npoTsiroM 3-x micsiyiB nicns
Kopobui 3aTBepAXEHHSA
48. | ENNEKA®IT-BIONA 36ipno60raéono 75r MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 6e3 UA/14218/01/01
y naywi 3 BHYTPILLHIM $apmaneBTUYHA dapmaLeBTuy 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHWU. 3MiHa peuyenma
naketom; no 1,5ry thabpuka "Biona" Ha ghabpuka HaliMeHyBaHHs Ta/abo aapecy 3asBHMKA
inbTp-nakeTi; no 20 "Biona" (BnacHvka peecTpauiiiHoro noceig4yeHHs) -
hinbTp-NakeTiB y nayui 3MiHa agpecu 3asiBHMKa
49. | EHTEPO®YPUN® Kancynu Teepgi no 100 BocHanek 4.4. BocHis i BocHanek A.4. BocHist i BHECEHHS 3MiH [0 peecTpaLliiiHnx maTepianis: 3a UA/1991/01/01
mr no 10 kancyny IepuerosuH lepuerosuHa 3MiHM | Tuny - 3mMiHa napameTpiB cneuudikawii peyenmom
6nictepi; no 3 6nictepu a Ta/abo foMyCTUMUX MEX roTOBOro NikapCbKoro
B KQpPTOHHIi KopobLyj 3acoby - BBEAEHO NepionYHICTb
BMNPOOYBaHHSA rOTOBOrO MiKapCbKOro 3acoby
3a T. "MikpobionoriyHa ynucrota" - He MeHLUe
HiX Ans 1 cepii Ha pik BiANOBIAHO A0 BUMOT
ICH Q6a
50. | EHTEPO®YPUN® Kancynu TeepAi no no BocHanek a.4. BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1991/01/02
200 mr no 8 kancyn y epuerosuH lepuerosmHa 3MiHK | TNy - 3MiHa NnapameTpiB cneumdikauin peyenmom
6nictepi, no 1 a6o 2 a Ta/abo [oMyCTUMUX MeX roTOBOro MikapCbKoro
6nicTepn B KAPTOHHIA 3aco0by - BBeIEHO NepionYHICTb
Kopobui BMNPOGYBaHHS TOTOBOrO MiKapCbKOro 3acoby
3a T. "MikpobionoriyHa yncroTa" - He MeHLue
HiXX 4Nns 1 cepii Ha pik BiANOBIAHO [0 BUMOT
ICH Q6a
51. | ENAAON HEO Kancynm m'ski no 5 MAT "KuiBcbKuii YkpaiHa NAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/12187/01/01
Kancyn y 6nictepi, no 6 BiTamiHHWIi 3aBoA” "KniBcbkuii 3MiHK | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peuenma
abo 12 6nictepiB y BiTaMiHHWI npuBeAeHHs y BIiANOBIAHICTb A0 MOHOrpadil
nadui; no 10 kancyny 3aBog" [®Y abo €sponelicbkoi hapmakonei, abo

6nictepi, no 3 a6o 6
6nicTepis y nauui

iHLWOT HauioHanbHOI thapmakonei fepxasu €C
(3miHa y cneyudikauisix, nos'sa3aHa 3i 3MiHaMu
B [1®Y, abo EBponeiickkiii dhapmakonei, abo
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
iHLWIM HauioHanbHI hapmakonel fgepxasn
€C); 3MiHu | TUNY - 3MiHK 3 sKoCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBaibHWi 3aci6 (iHLWi
3MiHW) - YTOYHEHHS PO3/iy «YNakoBKa»; 3MiHU
| TMNY - 3MiHa y NnapameTpax crnewudikawii
Ta/abo [oNyCTUMUX MEX, BUSHAUEHUX Y
cneundikauiax Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BMKOPVCTOBYIOTBLCS Y NpoLeci BUPO6HNLTBA
A®| (iHWi 3MiHW); 3MiHK | TUNY - 3MiHa Y
mMeTofax BUNPO6yBaHHS rOTOBOrO NiKapCbKOro
3aco6y (OHOBMEHHA Mpoueaypy BUNPoOyBaHHSA
[ON5 NPpUBELIeHHN Y BiANOBIAHICTb 3i 3MiHEHOO
3arasibHoto cTatTeto AdY abo EBponeiicbKoi
chapmakonei); 3miHu | TMny - 3miHa napameTpiB
cneumdikauii Ta/abo AONYCTUMUX MEX
rOTOBOTO /iKapCbKOro 3acoby (iHLUi 3MiHW)
52. | EPFTOKANBUV®EP | po3uvH opanbHuii, MAT "BitamiHn" YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/5393/01/01
on oniHuiA, 1,25 mr/mMn no "BiTamiHn" 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuyenmom
10 mn y donakoHax 3i Ta/abo [OMYyCTMUX MEX NEPBUHHOI yNaKkoBKu
cknomacu, no 1 rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3mMiHK);
donakoHy B nauywi, no 10 CYNyTHSA 3MiHa: 3MiHa Y MeToAax
My dhnakoHax BMNPOGYBaHHSA NEPBMHHOI YNakoBK/ rOTOBOrO
noniMepHux, no 1 nikapcbKoro 3acoby (iHwi 3MiHM y MmeTodax
donakoHy B nauywi, no 10 BMNPO6YBaHb (BK/OHAOUM 3aMiHy abo
My dhnakoHax [0AaBaHHs)) - 3MiHa A0NYCTUMUX MEX .
noniMepHux, no 1 «MBUY» B crneumndikavii Ha nakyBasbHi
donakoHy B KOMM/IEKTi 3 mMartepianu nepB1HHOI ynakoBku (hiakoHu 3i
L,03YH04YMM NPUCTPOEM cknomacu, ps1akoHu nonAiMepHi, NPo6kn
NoMieTUIEHOBI, KPULLKM MOAIMEPHI, A03Y0uNii
NpUCTPIiA) 3 BIANOBIAHMMYK 3MiHAMK Y MeTofax
BMNpobyBaHb
53. | ETAM3U/IAT-KB Tabnetku no 250 mr MAT "KuiBcbKuii YkpaiHa NAT Ykpaina BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/7572/01/01
Ne50 (10x5) y 6nictepax BiTamiHHWIi 3aBoA” "KniBcbkuii 3MiHKM | TUNY - 3MiHK WoA0 peyenmom
BiTaMiHHWI 6e3nekn/edpeKkTNBHOCTI Ta thapmakoHarnsgy
3aBog" (iHWi 3miHW) — po3ain «padivuHe odhopmNeHHA

YNakoBKM» 3aMiHEHO PO3AinoM «MapKyBaHHS».
BBeaeHHs 3MiH NpoTarom 3-x MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHW, NOB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTb
0,0 MoHorpadii 4®Y abo €BponeicbKoi
hapmakonei, abo iHLLIOI HalioHasTbHOI
thapmakonei gepxasu €C (3miHa y
cneundikauisix, nos'asaHa 3i 3miHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLLiA
HavjoHasnbHIli chapmakonei gepxasun €C) -
npuBeaeHHs y BiANoBiAgHICTb o NPY 3a
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

nokasHukoM «MikpobiosioriyHa uncTota»
cneumaikauii i MeToaiB KOHTpoo A®I; 3MiHK |
UMy - 3MiHa y MeToax BUnpobyBaHHS
rOTOBOrO JliKapCcbKoro 3acoby (HesHauyHa 3miHa
y 3aTBEPAXEHNX MeToAax BUNPOGYBaHHS);
3MiHM | TUNy - 3MiHa NapameTpiB cneuudikawii
Ta/abo [oNyCTUMUX MEX rOTOBOTO NiKapPCbKOro
3aco06y (iHLWi 3MiHK); 3MiHK | TUNY - BUNTYYEHHS
BMPOGHWYOI AiNbHUL (BKNHOYAK0UN [ibHAL
ans A®l, npomikHOro NpoAykTy abo roToBoro
nikapcbKoro 3acoby, AiNbHULI ANs NpoBefEeHHS
nakyBaHHs, BUPOOHMKa, BifNOBiga/IbHOMO 3a
BUWMYCK Cepiid, MicLie NPOBeAEHHS KOHTPO/THO
cepii) abo nocTayasibHVKa BUXiAHOrO
maTtepiany, peareHTy abo fOMOMKHOT
PEeyOoBMHM (SKLLLO 3a3HAYEHO Y [OCLE) -
BUyYEHHS BUpPo6HUka A®I “MedPro Inc.”,
Latvia; cynyTHs 3miHa: 3MiHW BUNpo6yBaHb abo
[OMyCTUMUX MeX y npoueci BupobHuuTea Adl,
LLIO BCTAHOB/EHI Y cneumdikayisax (iHLWi 3MiHK);
3MiHK | TUNY - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Onuc Ta ckiag (iHwi 3miHw) -
He3HauHi 3MiHM A0 po3giny «Ckiaa»

54.

E®INIM®

MOPOLLIOK A5 iH'EKLIA No
1ry dnakoHi, no 1
dhnakoHy B kOpobLi 3
KapToHYy

Opxig ®apma Nimites,

IHais

Opxig,
Xentxkep
(BipLineHHn
Opxig,
Kemikasc eHg
dapmacbioTika
nc Niviren)

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BNacHvka peecTpauiiHoro nocBig4YeHHs) -
3MiHa HalilMeHyBaHHs 3asiBHUKa. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPO6GHMKa (BK/IHOYAOUM, 3a HEOOXIAHOCTI,
MicLie NPOBefEeHHS KOHTPOJIO AKOCTI), abo
BNacHuKa mactep-goaiina Ha Adl, abo
noctayanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro NpoaykTy, Lo
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (KLL0
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaxeHOMy
[ocbe, abo BUPOGHMKA HOBOT [OMOMKHOI
PEUYOBUHM (AKLLO 3a3HAYEHO Y [10CbE) - 3MiHA
Ha3BW BUPO6HMKa AP| uedTasnammy
neHTarigparty, 6e3 3miHu Micusa BUPOGHMLTBA

3a
peyerimom

UA/4468/01/01

55.

E®INIM®

NMOPOLLIOK AJ1s1 iH'EKLA NO
1ry dnakoHi, no 1
chnakoHy B KOpoo6Li 3
KapToHy

Opxig ®apma Jlimiteq

IHAis

AcTpan
CrepiTeu
MpaiiBeT

Nimitep

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMRY - 3MiHKW 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPO/IH0 SIKOCTi FOTOBOTO MliKapCbKoro

3a
peyenmom

UA/4468/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acoby (3amiHa abo AoaaBaHHsA BUPOOHNKA,
LLIO BigNoBifae 3a BBE3EHHS Ta/abo BUMYyCK
cepii) - Bknrouatoum KOHTPONb/BUNPOGYBaHHS
cepii - 3a3Ha4eHHs BUPOGHMYOT AiNbHUL
Actpan Crepiteu lMpaiieT JlimiTes, ska
BiANOBIAAE 3a BUMYCK cepii, BKIOYaouu
KOHTPO/b/BMNPOGYBaHHS cepii.
CynyTHS 3MiHa. 3MiHKM 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3amiHa ab0 BBeAEHHS1 4OAATKOBOI Ai/TbHUL
BMPOBHMLTBA 15 YaCTMHM abo BCbOro
BMPOGHNYOrO NpoLecy roToBOro NMikapcbKoro
3aco06y (iHLWi 3MiHK) - 3a3HAY€HHS BUPOOHNYOT
AinbHuui Actpan Crepiteu MNpaiiseT JlimiTen,
fika BiANOBifA€E 3@ NOBHUIA LKA BUPOBHMLTBA.
Micue BUpO6HMLTBA 3aUTMLLAETHCA HE 3MIHHUM.

56.

3ANTPAN
(ZALTRAP)

KOHLeHTpaT Ans
po3unHy Ans iHdysil, 25
mr/mn no 4 mn abo 8 mn
y thnakoHi Ne 1 B
KapTOHHI KopoobLi

TOB "CaHodhi-ABeHTIC
Ykpaina"

YkpaiHa

CaHodi-
ABEHTIC
[LoiiunaHg
m6X

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasnis:
3MiHM | Tuny - 3miHa doopmu abo po3mipy
KOHTelHepa un 3aKyrnoproBasibHOro 3acoby
(NepBUHHOI YNakoBKW) (CTePU/IbHI Nikapchbki
3acobn)

3a
peyenmom

UA/13061/01/01

57.

3ANTPAN
(ZALTRAP)

KOHLieHTpaT Aans
pO34uHy ANs iHQysili, 25
Mmr/mn no 4 mn abo 8 mn
y thnaxoHi Ne 1 B
KapTOHHIA KOpooLi

TOB "CaHohi-ABeHTIC
YkpaiHa"

YkpaiHa

CaHodi-
ABEHTIC
[JoiunaHg
mM6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis:
3MiHK | TNy - 3MiHWM BUNpo6yBaHbL abo
[OMNYCTUMMX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUPoOHNLTBA rOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW); 3MiHW | THnYy -
3MiHM BUNpoGyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHMX Y cneuundikauisax, nig yac
BUPOGHMLTBA FOTOBOIO NiKapCbKoro 3acoby
(mopaBaHHA HOBOro MeToAy BUNPOOYBaHHA Ta
[ONyCTUMUX MeX); 3MiHW |l TUny - 3MiHN Y
npoueci BUpoOHULITBA FOTOBOIO NiKapCbKOro
3aco6y, BK/II0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (cyTTesa 3miHa y npoueci
BMPOGHULITBA, SiKa MOXE MaTu iCTOTHUIA B/IMB
Ha SKiCTb, 6e3neKy Ta e(peKTUBHICTb
niKkapcbKoro 3acoby)

3a
peyenmom

UA/13061/01/01

58.

SEPKAJIH®

PO34MH HaLLKipHWl 1%
no 30 mn Nely cpnakoHi

AapaH-TaneHcbknii
Na6opaTopiit 4.4,

Xopsaris

AppaH-
[aneHcbkui
Na6oparopiii
a.o.

Xopsaris

BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BNacHvKa peecTpauiintHOro NocBigYeHHs)
(3miHa HaliMeHyBaHHS 3asiBHUKA). BBeAeHHSA
3MiH NPOTAroM 6-Tu micsLiB nicns
3aTBEPAKEHHS; 3MiHM | TUNY - AgMiHICTPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MiCL NPOBAKEHHSA AiSNIbHOCTI
BMPOGHUKa/iMnopTepa roToBOro flikapcbkoro

6e3
peyenma

UA/12443/01/01
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

3ac00y, BK/IOHAKUY AiTbHNLi BUNYCKY cepil
a60 Mmicue NnpoBefileHHA KOHTPOSIHO AKOCTI.
(misnbHIiCTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpTEpP, BK/OYAKUM BUMYCK Cepiii)
(3MiHa HalilMeHyBaHHsA afpecu Micus
BMNPOBaMKEHHS AisNbHOCTI BUPO6HUMKa M/13).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpPKEHHS; 3MiHW | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa Ha3BW AikapCbKOro 3acoby (3miHa
Ha3Bu /13). BBegeHHs 3MiH npoTsrom 6-Tu
MicALiB nicnsa 3aTBepMKeHHs; 3MiHu | Tuny -
3MiHn Wwopao 6esnekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX AaHvx Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHnX
AaHuX Npo cuctemy hapmakoHarnisgy, smiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
3[jiiiCHeHHs1 hapMakoHarnaay; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHvKa Ans
3iiCHEeHHSs1 hapMakoHarnsay B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNOBHOBaXXEHOI 0cobu,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmakoHarnsagy (BKIH4atoUm KOHTaKTHI AaHi)
Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina
cuctemn chapmakoHarnagy) (firova pegakuis:
Canira FOnisa AHatonisHa. MponoHoBaHa
pepakuis: Kyxap TetsaHa puropisHa. 3miHa
KOHTaKTHUX JaHuX KOHTaKTHOI 0co6u B YkpaiHi
YNOBHOB&XXEHOT 0CO6U 3asBHMKa AN
34ilicHeHHA dhapMakoHarnaay)

59.

30/IEHAPAH

KOHLeHTpaT Ans
pO34uHy ans iHgysii, 4
Mr/5mnno5mny
naacTMKoBOMY (01aKOHi
Ne 1

AnsoreH IMNKo C.ap.n

Tokcembypr

BMPOGHMLTBO
"in bulk”,
nepBrHHE

nakyBaHHs,
KOHTPONb
AKOCTI
BUMYLLEHNX
cepii,
BiAnosigae 3a
BWMYCK Cepiii:

ABCTpis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis:
npuBeAeHHs Yy BignoBigHICTb A0
peecTpauiiiHnx MaTepiasiiB HanMCaHHA
BMPOGHUKa B Haka3i MO3 YkpaiHu Ne 761
BiA 04.07.2017 B npoueci BHECEHHS 3MiH -
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHst BUPOGHMYOT AinbHULi (BKIHOYAK0UM
AinbHuui ansa A®l, npomixxHOro NnpoAaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AinbHUL Ans
NpoBefeHHA NakyBaHHs, BUPOOHWKA,

CaHouewmia BiANOBIAA/ILHOIO 3a BMNYCK Cepiii, MicLe
dapmacbtoTika nNpoBeAEeHHs KOHTPOo cepii) abo
Al , ABCTpisi; nocTavasnbHviKa BUXIgHOTO matepiany,
BUPOGHMK, peareHTy ab0 LONOMIXHOI pevyOoBUHY (SIKLLO
BigNoBiAa/IbHU 3a3HayeHo y focbe) (BunyyeHHs BUPOGHMKaA
11 3a BTOPWHHE N3 Arina CnewienTi3 Moncka Cn.30.0,
nakyBaHHs: Monbua Agila Specialties Polska Sp.zo.o,
CaHouewmia Poland (BMpo6HUMUTBa «in bulk», nepBuHHe Ta

3a
peyenmom

UA/13216/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
dapmacbioTika BTOPWHHE NakKyBaHHA, KOHTPO b SIKOCTi
Al Bepk 2, BUMYLLIEHMX CEPpiii, BiAMNOBIgae 3a BUNYCK cepiit)
ABCTpis (TepmiH BBEAEHHSA 3MiH NPOTATOM 3-X MicALiB
nicns 3aTBepmkeHHs) (6yno - BUpo6bHULTBO "in
bulk", nepBvHHe nakyBaHHs, KOHTPO/b AKOCTI
BUMYLLEHNX CepilA, BigNoBiAae 3a BUMYyCK cepili:
CaHouewmia ®apmacbioTika Al', ABCTpIS;
BMPOGHUK, BiANOBiAaIbHNI 32 BTOPUHHE
nakyBaHHs: CaHoueMia ®apmacbloTika Al
ABCTpIst)
60. | 3SOMETA® KOHUeHTpaT ans Hosaprtic ®apma Al LseiiLapis Hosapric LLiBeiiuapis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8368/01/01
po3unHy Ans iHdysii, 4 dapma LLTeliH 3MiHW Il TURY - 3MiHW [0 IHCTPYKUIT Ans peyenmom
Mr/5mnno5wmny Al MeZMYHOro 3aCcToCyBaHHs y po3ain "MobiyHi
donakoHi; no 1 dpnakoHy peaxuii”. BBegeHHA 3MiH npoTArom 3-x
B KQPTOHHI kopobui MicALiB nicnsa 3aTBepAKEHHSA
61. | IHPNTYBAK® CYCNeH3is ANs iH'eKujiii A660TT Bionoaxikana Higepnanan A660TT HigepnaHnan BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/13027/01/01
(INFLUVAC®) no 0,5 mn y nonepegHsL0 B.B. Bionoaxikans 3MiHu 1l TUny - 3MiHK 3 AKOCTi. ADI. peyenmom
BAKUMHA Ana HanoBHEHUX B.B. Brpo6HMLTBO. 3MiHM B aKTWBHIl pEYOBUHI
MPODITAKTUKA 0OfIHOpa30BUX LNpuLax Ce30HHUX, NepegnaHaemiyHnx abo
reuny, Nel a6o NelO naHAeMmiyHUX BakLMH NpPOTK Bipycy rpuny
MNOBEPXHEBUI noavHN (3amiHa wramy(iB) y CE30HHUX,
AHTUIEH, nepegnaHaemiyHux abo naHgeMiuHMX
IHAKTUBOBAHA BakLHax NpoTu Bipycy rpuny foaunHn) - 3mMiHa
LUTAMOBOrO CKNagy BakUuHW ANs nepiogy
3aXBOPIOBAHOCTI Ha rpun ce3oHy 2017/2018,
BM3HAYEHOrO Y BiAMNOBIAHOCTI A0 pekomMeHAaLiit
BOO3 gns MNisHi4HOI NiBKYAI 3 BigNOBIgHUMM
3MiHamMu B iHCTPYKLiT Npo 3acTocyBaHHA MIBIT,
AH/J] Ta MapkyBaHHi BTOPMHHMX YNakoBOK Ta
CTUKEPIB.
HasiBHi rapaHTiliHi 3060B'si3aHHS 040
HagaHHa Ao MO3 YkpaiHu nigTBepakeHHs
3aTBEPKEHHSA 3aNpPOoNoHOBaHMX 3MiH 04pa3y
nicns OTPUMaHHA [aHOro AOKYMEHTY Y KpaliHi-
BMPOGHMKY.
62. | KANMbLIA-A3 TabneTku, BKPUTI Takepa AC Hopseris BMPOGHMLTBO HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/12921/01/01
HIKOMEL NNiBKOBOK 060/I0HKOHO, 3a NOBHUM EcToHis 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenma
KOM®OPTE no 30, abo no 60, abo LUKTOM: HaliMeHyBaHHS Ta/abo agpecu micus
no 90 TabneTok y Takepa Mm6X, NpOBaPKEHHSA Ai/IbHOCTI
hnakoHi, no 1 chnakoHy micue BMPOGHUKa/iMnopTepa roToBoro fikapCbKoro
B KApPTOHHIli Kopobu,i BMPOGHMLTBA 3aco6by, BK/IOYaK4M AiNbHNLI BUNYCKy cepil
OpaHieHbypr, ab0 micLe NpoBefeHHSI KOHTPOJTHO SKOCTI.
HimeuumnHa,; (misnbHiCTb, 3a AKy Bignosifae
nepBuHHe Ta BUPOGHMK/iIMMOPTEp, HE BK/IKOYAOUM BUMYCK
BTOPVHHE cepii) (3a3Ha4eHHs BUpo6HKKa AciHo EcToHis
nakyBaHHs: OY, EcToHig, BignoBifasibHOro 3a neperHHe Ta

AciHo EcToHis

BTOPUHHE MaKyBaHHS Y 3B'3KY 3 nepejayeto
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
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3asiBHUK
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3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

OY, EcToHis;
[03BiN Ha
BUNYCK cepil:
Takega
Papma AC,
EcToHin

npas Big BupobHuka Takega ®apma AC,
EcToHif. BupobHuya ainbHUUs Ta BCi
BMPOGHMUYI onepauiii NoB'A3aHi 3 NepBUHHUM Ta
BTOPVIHHMM MaKyBaHHSM 3a/IMLIa0TbCs 6e3
3MiH. BupobHuya ginbHuus Takega ®apma AC,
EcTOHiA 3anuwaeTbes AinbHuLeo, Lo
Bignosigae 3a Bunyck cepii [M3. Micue
BMPOOHULTBA 3aIULIAETLCA HE 3MIHHWM)
(TepmiH BBEAEHHSA 3MiH NPOTAroM 6-Tv MicsALiB
nicns 3aTBepmKxeHHs); 3MiHn | Tuny -
AOMiHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AiNbHUL (BKNHOYAK0UN [ibHAL
ans A®l, npomibkHOro NpoAykTy abo roToBoro
nikapcbKoro 3acoby, AiNbHULI ANS NpOBefEeHHS
nakyBaHHs, BUPO6HMKa, BifNoBiga/IbHOMO 3a
BWMYCK CepiiA, MicLie NPOBeAEHHS KOHTPO/THO
cepii) abo noctayasibHVKa BUXiAHOrO
mMaTtepiany, peareHTy abo fOMOMKHOI
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCHE)
(BUNyYEHHS1 BUPOGHMYOI AinbHuLi [N13 Takena
dapma A/C, [laHis) (TepMiH BBEAEHHS 3MiH
NpoTSArom 6-Tv MicALiB Mic/1A 3aTBePAKEHHS)

63.

KAMNTO

KOHLeHTpaT ans
po3unHy Ans iHdysiii, 20
mMr/mano5mny
donakoHi; no 1 dpnakoHy
B KApPTOHHIli Kopobu,i

Mdpaiizep IHK.

CLWA

Mdpaiizep
(Nepc) MTi
Nimiteq

ABcTpanis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | Tuny - 3MiHK WoAao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBeieHHs1 @60 3MiHM [0 y3araibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
0ocobw, BigNOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnsay; KOHTaKTHoOi 0cobm 3
thapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0co6Y,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
hapMakoHarnsay (BKIHYaoUm KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MmilLieHHi macTep-hainina
cuctemu chapmakoHarnsgy) - NponoHoBaHa
pegakuis: ®paHcyasa iyma-CinnaH /
Francoise Dumas-Sillan. 3miHa KOHTaKTHUX
[aHNX YNOBHOB&XXEHOT 0CO6MU, BiANOBILabHOT
3a 34jiicHeHHs thapmakoHarnsgy

3a
peyenmom

UA/7573/01/01

64.

KOAETEPM H

Tabnetku no 10
Tabnetok y 6nictepi; no
1 a6o 2 6nictepn y
KOpOOGLIi 3 KAapTOHY

TOB "XapkiBcbke
hapmaLeBTuyHe

nigNpMEMCTBO

"3p0poB's Hapoay"

YkpaiHa

TOB
"XapkiBcbke
thapmaveBTuy
He
nignpueMCcTBO
"3p0poB's

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis:3miHu | TMny - 3MiHa HaliMeHyBaHHsI
BMpo6HMKa AP| TepniHrigpaty

3a
peyenmom

UA/3563/01/02
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
Hapoay"
65. | KOPBANTAB TabneTku, BKPUTI TOB "dapma Crapt" YkpaiHa TOB "®dapma YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 UA/14729/01/01
EKCTPA NAiBKOBOK 060/I0HKOHO, Crapt" martepianis:3aMiHu | TUNy - NO4AHHSA OHOB/IEHOTO peyenma

no 10 TabneTok y
6nictepi; no 1 a6o 2
6nicTepn y nauui 3
KapToHy

CEP Ne R1-CEP 2009-351-Rev 00 ans A®I
reavicheHe3VHy Bif, 3aTBEPAKEHOTO BUPOOHUKA;
3MiHM | TUny - 3MiHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BVXiZHWIA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTBLCS Y NpoOLeci BUPOOHNLTBA
AD| (iHWi 3MiHW); 3MiHK | TUNY - 3MiHa Y
napameTpax cneuucpikauii Ta/abo gonycTUMmx
MeX, BU3Ha4YeHuX y crneumndikayisax Ha Adl,
a60 BUXigHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Lwo
BMKOPUCTOBYHOTLCS Y NPOLECI BUPOOHMLTBA
A®| (onoBHEHHS cneuundikalii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOBYBaHHS) - AONOBHEHHSA cneumdikauii
BXiIHOro KOHTposto A®| reaiicheHe3nHy
NoKa3HUKOM SIKOCTi «MikpobiosoriyHa
yncToTax; 3MiHM | TUNy - NoAaHHA OHOB/IEHOTO
CEP Ne R1-CEP 2008-275-Rev 01 ans A®I
reavicheHe3VHy Bif, 3aTBEPAKEHOTO BUPOOHUKA;
3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
A®| abo BMXigHOrO Matepiany/npomikKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHK Y
MeToJax BUMPO6yBaHHS (BK/OHYAKUN 3aMiHy
a6o fonoBHeHHs) A®l abo
BVXIAHOrO/NPOMIXXHOr0 NPOAYKTY) - 3MiHa 40
mMarepianis peecTpauiiHoro AoCbe BUPOGHMKA
A®I reaiicpeHesnHy Delta Synthetic Co., Ltd.
00 po3giny 3.2.S.4.2. AHaniTUYHI MeToaunKKY, a
came BBeeHHSI a/lbTePHATUBHOT METOAUKN
KOHTPO/O AKOCTI AP 3a NOKa3HUKOM «Assay»
<621> mMeToA0M piANHHOI XpoMaTorpadii;
3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS
A®I abo BuxigHOro matepiasy/npoMixHoOro
NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCSH Y
npovueci BupobHuutea A®| (iHWi 3MiHK Y
MeToAax BUNPo6yBaHHA (BK/IHOYAOUMN 3aMiHy
abo gonosHeHHs) Ad®| abo
BUWXi4HOro/MpOMiXXHOro NpoAyKTy) - 3MiHa 0
mMarepianis peecTpaLiiHoro 40Cbe BUPOGHMKA
A®| reaiidheHesnHy Delta Synthetic Co., Ltd.
[0 po3giny 3.2.S.4.2. AHasliTU4HI MeToankY, a
came BBeAEHHS a/lbTepPHATUBHOT METOLMNKN
KOHTpOnto sikocTi A®I 3a nokasHnkom «Related
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
substanses» USP <621> meToA0M pignHHOT
xpomatorpadii; 3mMiHu | TUny - 3mMiHa y MmeTofax
BunpobysaHHA APl abo BMXigHOTO
Marepiany/npoMiXXHOro NpoAaykTy/peareHTy, LWo
BUKOPVCTOBYETLCA Y NPOLLECi BUPOBHMLITBA
A®I (iHWi 3MiHM Yy MeTogax BUNPOOyBaHHSA
(BKtOYatouM 3amiHy abo fonoBHeHHs) Ad| abo
BUXiAHOrO/NPOMIXHOr0 NPOAYKTY) - 3MiHa A0
mMarepianis peecTpaLiiHoro AoCbe BUPOGHMKA
A®| reaiidpeHesnHy Delta Synthetic Co., Ltd.
00 po3giny 3.2.S.4.2. AHaNITUYHI MeTOAMKMY, a
came BBefleHHA a/ibTepHaTVBHOT METOLNKN
KOHTpOsto sikocTi A®I 3a nokasHukom «Heavy
metals» USP Method |
66. | KCEPOKAM NMOPOLLOK A1 PO3UUNHY Takepa ABcTpis TM6X AscTpis BTOPVHHE AscTpisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/2593/02/01
Ans iH'ekuii no 8 mrno 5 nakyBaHHs Ta HimeuunHa 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
hNakoHIiB 3 MOPOLLKOM Y BUMYCK Cepiii: A®I abo BuxigHOro matepiasy/npoMixHoro
KapTOHHI/ Kopoo6Li Takepa NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
ABcTpia 'm6X, npoteci BUpobHuuTBa Ad| - BHECEHHS
ABCTpIS; He3Ha4YHWX 3MiH 4,0 MEeTOZAIB KOHTPO/IHO 3a
BMPOGHMLTBO Tectamu «lgeHTndikauis», «Bmict goMiok»
Hepo3dhacoBa NS BUXiZHOTO NPOAYKTY 2-amiHoMipiguH, a
HOI NpoayKLUii, came YyTOUYHEHHS «KoedilieHTY noginy» B
nepBuHHe SKOCTi TEXHIYHOrO NapameTpy, a Takox
nakyBaHHS: YTOYHEHHS (feTaslbHe ONUCaHHS) eTaSTOHHUX
Baccepbyprep PO34KMHIB; 3MiHU | TUNY - 3MiHa Y NapameTpax
ApuHaiimitten crneungikauii Ta/abo AoNyCTUMMX MEX,
bBepK MM6X, BM3HAYeHUX y cneundikauisix Ha Adl, abo
HimeyunHa BUXiHUA/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYHOTLCA Y NPOLECI BUPOOHMLTBA
A®| - 3MiHa y cneumdikavii BUXigHoro
NPOAYKTY 2-aMiHOMIPIAMH, @ caMe 3BY)KEHHS
MEX 3a NMOKa3HWKOM «[JOMIiLLKN: 2-aMiHO-6-
METUNNIPUAVIHY»; fofaBaHHSA KpUTepiiB
NPUAHSATHOCTI (AONYCTUMUX MEX) 3a
NOKa3HUKOM «[JOMiLLKW: IHLLi cnopigHeHi
nomiwky Ta Cyma iHLWKX CropigHeHnX
[OOMILLOK» A/151 BUXIAHOTO NPOAYKTY 2-
amiHOMIpignH; 3BY)XXEHHSA MeX cneuudikauii
A®| ans nokasHuka “Purity test"
67. | KCEPOKAM TabneTtku, BKPUTI Takeaa AscTpis TM6X ABCTpist Takepa M'm6X, HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10245/01/02
NNiBKOBOK 060/TI0HKOIO, micue 3MiHKM | TUNy - 3MiHa y NapameTpax peyenmom
no 8 mr no 10 Tabnetok BMPOGHULITBA cneumdikauin Ta/abo AONyCTUMUX MEX,
y 6nicTepi; no 1 OpaHieHbypr BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo

6nicTepy B KAPTOHHIl
Kopoo6Li

BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTLCS Y NpoLeci BUPObHNLTBA
AdI - 3miHa y cneumdikaLii BUXigHoro
NpoAyKTYy 2-aMiHOMIpiAVH, @ came 3BY)XXEeHHS
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n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

68.

KCE®OKAM

MeX 3a NMOoKa3HNKOM «[JOMIiLLKN: 2-aMiHO-6-
MEeTUNNIPUAVH»; AofaBaHHS KpUTEPIiB
NPUIAHATHOCTI (BONYCTUMUX MeX) 3a
NOKa3HUKOM «[JOMiLLKW: IHLLi crnopigHeHi
LOMiLKY Ta CyMa iHLINX CopigHEHNX
[OOMILLOK» A/151 BUXIAHOTO NPOAYKTY 2-
amiHOMipigVH; 3BY)XXEeHHS MexX cneuudikauil
A®I ansa nokasHuka "Purity test”; 3miHu | Tuny -
3MiHa y MeTogax BunpobysaHHa APl ab6o
BMXifHOro martepiany/npomMixxHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea APl - BHECEHHS
He3HaYHMX 3MiH 40 METOZIB KOHTPOJIO 3a
TecTamu «laeHTudikauis», «BMIiCT LOMILLOK»
[ANA BUXILHOTO NPOAYKTY 2-amiHOMIpiguH, a
came YTOYHEHHS «KoediliEHTY Noginy» B
AKOCTI TEXHIYHOTO NapameTpy, a Takox
YTOYHEHHS (feTaslbHE ONUCAHHS) eTaIOHHNUX
PO34VHIB

nocsio4YeHHs

69.

NAMIBY AVH

TabneTku, BKPUTI
NAIBKOBOK 0B0I0HKOHO,
no 4 mr no 10 TabneTok
y 6nicTepi; no 1
6nicTepy B KAPTOHHIl
Kopoo6Li

Takena ABcTpis TM6X

ABCTpist

Takepa M'm6X,
micue
BMPOGHMLITBA
OpaHieHbypr

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHa y napameTpax
cneumdikauin Ta/abo AoNyCTUMUX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BVXiZHWIA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTLCS Y NpoOLeci BUPOOHNLTBA
AdI - 3miHa y cneundikaLii BUXigHoro
NPoAyKTY 2-aMiHOMIPiAVH, a came 3BY)XXEHHS
MeX 3a NMOoKasHNKOM «[JOMIiLLKN: 2-aMiHO-6-
METUNNIPUAUH»; fofaBaHHS KpUTEpIiB
NPUAHATHOCTI (BONYCTUMUX MEX) 3a
NOKa3HUKOM «[OMiLLKM: IHLi cnopigHeHi
LOMILKM Ta CyMa iHLINX CopIgHEHNX
OOMILLOK» A/151 BUXIAHOTO NPOAYKTY 2-
amiHoMipignH; 3BY)XXEeHHS MexX cneuudikauil
A®I ansa nokasHuka "Purity test”; 3miHu | Tuny -
3MiHa y MeTogax BunpobysaHHsa APl abo
BMXifHOro martepiany/npomixxHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®| - BHECEHHS
He3HaYyHMX 3MiH 40 METOZIB KOHTPOJIO 3a
TecTamu «laeHTudikauis», «BMIiCT LOMILLOK»
[ANA BUXIZHOTO NPOAYKTY 2-amiHOMIpiguH, a
came YTOYHEHHS «KoedDiliEHTY Noginy» B
AKOCTi TEXHIYHOTO NapameTpy, a Takox
YTOUYHEHHS (AeTaslbHe OnUcaHHs) eTaNlOHHNX
PO34VHIB

3a
peyenmom

UA/10245/01/01

TabneTtku, BKPUTI

060/10HKO0, Nno 150 wmr,

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHosnor"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK Woao

3a

UA/14446/01/01

peyenmom
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

no 60 TabneTok y
KOHTeliHepi, no 1
KOHTelHepy y nauui 3
KapTOHY

6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy
(iHWi 3miHW) (NpMBEAEHHSA TeKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI ynakoBok J13 4o
Bumor Hakasy MO3 Ykpainu Ne 426 Big
26.08.05 (y pegakuii Hakasy MO3 YkpaiHu
Ne460 Big 23.07.2015 p.) Ta BHECEHHSA
He3HaYyHVX pefakLiiHnX NpaBoK y TEKCT
MapKyBaHHS NepBUHHOT Ta BTOPUHHOT
ynakoBok) (TepMiH BBeAEHHS 3MiH NPOTArom 6-
TV MicsLiB nicns 3aTBepikeHHs); 3MiHu | Tuny
- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPO6HUKa/iMnopTepa roToBoro JlikapCbkoro
3aco0by, BKIYaun AinbHUL BUNYyCKy cepil
a60 MicLie NpoBeAEeHHS KOHTPOSIHO SKOCTI.
(misnbHicTb, 3a Ky BignoBifae
BMPOGHMK/iIMNOpTEpP, BK/IOUAKUM BUMYCK cepiii)
(3miHa agpecu BUpobHuka N3, 6e3 3MiHn
Micus BUpo6HMLUTBA) (TepMiH BBEAEHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPIAXKEHHS);
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BnacHvika peecTpauiiHoro nocBigYeHHs)
(3miHa agpecu 3aaBHuKa) (TepmiH BBEAEHHSA
3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS)

70.

NATPEH®

po3uunH Aans iHdysii, 0,5
mr/mn, no 100 mn abo
no 200 mn, a6o no 400
M/ Y NASLWKax

TOB "tOpisa-®apm"

YkpaiHa

TOB "tOpis-
dapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaAKEHHSA AISSIbHOCTI
BMPO6HUKa/iMnopTepa roToBoro JlikapCbKoro
3aco0by, BKIOYaun AinbHALL BUNYyCKy cepil
ab60 MicLe NpoBeAEeHHS KOHTPO/IHO SKOCTI.
(misnbHicTb, 3a Ky BignoBifae
BMPOGHMK/IMNOpPTEpP, BK/IOUAKUM BUMYCK Cepild)
(3miHa agpecu BUpO6HMKa, 6€3 3MiHN Micus
BMPO6HULITBA (3MiHA IOPUANYHOT agpeck Ha
hakTnyHy) (TepMiH BBEAEHHS 3MiH NPOTAromM
6-TV MicsLIB MiC/1s 3aTBEPLKEHHS)

3a
peyerimom

UA/6388/01/01

71.

NEBOMILEETUH-03

Kpanni ouHi, 2,5 mr/mn,
no 5 mn abo no 10 mny
chnakoHi; no 1 donakoHy
Y KOMMEKTi 3 KPULLIKOHO-
KpanenbHULE y nauui 3
KapToHYy

ToBapucTso 3
06MeXeHo

BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog

"rHUnC"

YkpaiHa

BCi cTagii
BUPOGHMLTBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTso 3
06MeXeHo
BignoBiganbHi
CTHO

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NPOBaPKEHHA Ai/IbHOCTI
BMPOOGHUKa/iMnopTepa roToBoOro Nikapcbkoro
3ac00y, BKIOYaUM AinbHULi BUNYCKY cepil
abo MicLie NPoBefEHHSA KOHTPOSIO AKOCTI.
([isnbHICTb, 3a SKy BiAnNOBILaE
BMPOGHMK/iIMNOpTEpP, BKKOYAYM BUMYCK cepii)

6e3
peuyenma

UA/13220/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
"OocnigHwin (3miHa agpecu Ta Ha3BY BMPOGHUKA
3aB0[, ToBapuCTBO 3 06MEXEHOI0 BiANOBIAA/IbHICTIO
"rTHUACY, «[locnigHnii 3aBog «MTHUJ/IC» Ta 3miHa agpec
YKpaiHa; BMPOGHMKa TOBapnCTBO 3 0OMEXEHOI0
BCi cTagii BignosiganbHicTio «®APMEKC MPYT»)
BVMPOGHMLTBA, (TepmiH BBEAEHHSA 3MiH NPOTATOM 3-X MicALiB
KOHTpPO/b nicns 3aTBepmkeHHs); 3MiHu | Tuny -
AKOCTI, BUNYCK AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
cepii: Ta/abo afpecy 3asBHVKa (BnacHuka
ToBapucTBo 3 peecTpauiiHoro noceigyeHHs) (3miHa Ha3Bu
06MeXeHOI0 3as1BHUKa (BN1acHVKa peecTpaviiiHoro
BiANOBIA&UTbHI noceigyeHHs) (TepMiH BBEAEHHS 3MiH
CTIO npoTAroM 3-X MiCALiB NiCNA 3aTBEPKEHHS)
"®APMEKC
reyn-,
YKpaiHa
72. | NIBAK® Tabnetkn Ans MAT "®dapmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasnis: 6e3 UA/10651/01/01
CMOKTaHHS 3i CMakom 3MiHK |l TURy - 3MiHM BMNpobyBaHbL abo peyenma
anesnbCcuHy, no 6 [OMYyCTUMUX MEX, BCTAHOBNIEHVX Y
Tabnetok y 6nictepi, no cneuungikalisx, nig yac BUPO6HMLTBA FOTOBOrO
2 6nicTepu B nauui; no NikapcbKoro 3acoby (iHLWi 3MiHW) - 3MiHW Y
10 Tabnetok y 6nicTepi, cneuudikauii, BCTaHOB/EHOI Nif Yac
no 1 6nictepy B nauuj BUPOGHMLTBA NikapcbKoro 3acoby, 3a
nokKasHUKoM «CTilKiCTb A0 pOo3[aB/HOBaHHA»
73. | NIBAK® Tabnetku ons MAT "®dapmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/10650/01/01
CMOKTaHHS 3i CMakoMm 3MiHK |l TNy - 3MiHM BUNpobyBaHb abo peuenma
LioKonagy, no 6 [OMNYCTUMMX MEX, BCTAHOB/IEHUX Y
Tabnetok y 6nictepi, no cneumdikauisix, nig yac BUPOOHNLTBA rOTOBOrO
2 6nicTepu B nauui; no nikapcbKoro 3acoby (iHLWi 3MiHW) - 3MiHU Y
10 Tabnetok y 6nicTepi, cneumdikalii, BCTaHOB/EHOI Nif Yac
no 1 6nictepy B navj BMPOOHMLTBA NiKapCbKoro 3acoby, 3a
nokasHMkoM «CTilKiCTb 10 pO34aB/HOBAHHS»
74. | NIBAK® Tabnetkn ans MAT "dapmak” Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 6e3 UA/10649/01/01
CMOKTaHHS 3i CMakoMm 3MiHu |l TNy - 3mMiHK BUNpobyBaHb abo peyenma
aHicy i m'atu, no 10 [0NYyCTUMUX MEX, BCTAHOBNEHUX Y
TabneTtok y 6nictepi, no crneungikayisx, nig yac BUpO6HMLTBA FOTOBOMO
2 6nicTepu B nayi nikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHK Y
cneumdikaLlii, BCTaHOBNEHOI Nif Yac
BMPOGHMLTBA Nikapcbkoro 3acoby, 3a
Noka3HMKOM «CTilKiCTb j0 pO34aB/HOBAHHS»
75. | NIKAQEKC No NOpOLLOK (Cyb6CcTaHuis) y PokeTT ®pepec ®paHuisa PoketT PpaHuin BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: - UA/10904/01/01
MiLLKax nanepoBux 3 ®pepec 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa

BHYTPILLHbOO
nonieTUIEeHOBO
NpoKIafKo Ans
chapmaLeBTUYHOro
3acTOCyBaHHsA

HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa
(BnacHuka peecTpauiiHoro nocBifgYeHHs) -
3MiHa agpecu 3aABHUKa. 3MiHK | TURY - 3MiHN 3
sAKocTi. CepTudikat BignosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
OHOBJIEHOrO cepTudikaTa BiAgnoBigHOCTI abo
BW/IYyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHMLTBI API; AN 4ONOMIXKHOI PpevyoBUHM
(cepTudpikaT BigNOBigHOCTI EBpONENCHKIiA
thapmakone’) - OHoBNEeHUIA cepTuddikaT Bif
yXe 3aTBepyKeHoro BUpo6HuKa - MogaHHsA
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne R1-CEP 1996-
030-Rev 04 ana A®l Glucose monohydrate Bia
aitoyoro BupobHuka Roquette Freres, ®paHuis
3 BigNOBIgHMMM 3MiHaMK1 B cneumadikauii Ta
mMeTofdax KOHTponto A®I, yTouHeHHi agpecu
BMPO6HUKa, 6€3 3MiHM po3TallyBaHHS
BMPOBHUYOT N/10LLAAKN.
76. | NIOHrOKAIH® PO3unH AN4 iH'ekuin, 5,0 TOB "tOpis-®apm" YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/12900/01/02
mMr/mano5mny dapm” 3MiHU | TUMy - 3MiHW A0 IHCTPYKLiT Ta KOPOTKOT peyenmom
donakoHi; no 1 abo 5 XapakTepucTukun y posginu: Cnocié
chnakoHiB y nayui; no 5 3acTocyBaHHs Ta A03u. MobiuHi peakwi, 3rigHO
M B amnysii; no 10 3 iHhopMaLlieto Woa0 MeanyHOro
amnyn y nayui; no 20 mn 3acTocyBaHHA pedpepeHTHoro (MAPKAIH)
y dhnakoHi; no 5 nikapcbKoro 3acoby. BBegeHHs 3MiH
chnakoHiB y nayui; no 50 npoTarom 3-x MicsiLiB MicnsA 3aTBEPAKEHHS;
M1y ¢hnakoHi; no 1 3MiHK | TUNY - 3MiHK WoA0
hnakoHy B nauui 6e3nekn/edpeKkTMBHOCTI Ta thapmakoHarnsgy
(iHWWi 3MiHW) - 3amiHa rpadhiyHOro ochopmMsIEHHS
YyNakoBKN Ha MapKyBaHHS NEPBUHHOT Ta
BTOPWMHHOI yNnakoBk/. BBegeHHs 3MiH
NPOTArom 3-X MicsiLiB nicsis 3aTBepAKeHHs
77. | nonpPun Tabnetku no 10 mr no 10 BocHanek 4.4. BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1839/01/02
BOCHAJIEK® TabneTtok y 6nictepi; no l'epuerosuH lepueroBmHa 3MiHK | TNy - 3MiHa NapameTpiB cneumdikauin peyenmom
2 6nicTepu B KAPTOHHiIl a Ta/abo [oMyCTUMUX MeX roTOBOro MikapCbKoro
KopoobLi 3acoby - BBeLleHHs NepiognYHOCTI
BMNpobyBaHHA 3a po3ginom «MikpobionoriyHa
yncToTa» (He MeHwe 1 cepii 3a pik)
78. | nonpPun Tabnetku no 20 mr no 10 BocHanek 4.4. BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/1839/01/03
BOCHAJIEK® TabneTtok y 6nictepi; no epueroBuH [epueroBmHa 3MiHK | TUNy - 3MiHa NapamMeTpiB cneumdikauin peuyenmom
2 6nicTepun B KAPTOHHIl a Ta/abo [oMyCTUMUX MeX roTOBOro MikapCbKoro
Kopoo6Li 3acoby - BBeJEHHSA NePioANYHOCTI
BUMNPOOYBaHHSA 3a po3ainom «MikpobionoriyHa
yncToTa» (He MeHwe 1 cepii 3a pik)
79. | MAKPOLIE® MOPOLLIOK AN [xeHocbapm /Tg, Benvka HCMC Xe6eli KnTaii BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/8973/01/02
NPUrOTYBaHHS PO34MHY BputaHis XyamiH 3MiHuM Il Tuny - 3MiHa BUPOGHYMKa peyenmom
ANs iH ekuiin, 1000 dapmacbioTika BUXIAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
Mr/1000 mr, no 1 a6o no n KomnaHi BMKOPUCTOBYIOTLCS Y BUPOOBHMYOMY NpoLECi
5, a6o no 10 donakoHiB 3 Jliviteg A, abo 3miHa BUpobHMKa (BKIKOYaOuK, ae
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
MOPOLLKOM Yy navui 3 HeobXxiAHO, MicLe NPOBEAEHHS KOHTPO/TIO
KapTOHY skocTi) A®| — BBE|EHHSI HOBOrO BUPOGHUKA
A®I uechonepasoHy HaTpito Ta cy/ibbakTamy
HaTpilo 3 HajaHHAM macTep-oaiiny Ha Ad| B
3aMiH Ha 3aTBep)KEHOro B1PO6HMKa
80. | MAKPOLIE® NOpPOLLOK AN [xeHocbapm /Tg, Benuka HCIC Xebei Kutaii BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: - UA/8972/01/02
NPUrOTYBaHHS PO34NHY BputaHis XyamiH 3MiHuM Il Tuny - 3MiHa BUPOGHYMKa
AN iH ekuiin, 1000 dapmacbioTika BUXIAHOrO/NPOMIXXHOIO NPOAYKTY/peareHTy, Lo
Mr/1000 mr in bulk: no n Komnani BMKOPUCTOBYIOTLCS Y BUPOOHMYOMY NPOLLEC
10 a6o 50, a6o 100 Niviteq A®l, abo 3miHa BUpOGHYMKa (BKOYaKoun, ae
oNakoHIiB 3 MOPOLLKOM Y Heob6XifHO, Micue NPOBeLEHHS KOHTPO/IO
rpynoBiii Tapi 3 KapToHy akocTi) APl — BBEEHHA HOBOrO BUPOOHUKA
A®| uedronepasoHy HaTpito Ta cynibbakTamy
HaTpilo 3 HajaHHAM MacTep-goaiiny Ha Ad®I B
3aMiH Ha 3aTBEpPAKEHOro BMPOBHMKA
81. | MAKPOLIE® NOpPOLLOK AN [xeHodbapm NTg, Benuka HCIC Xebeii Kutaii BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/8973/01/01
NPUroTYBaHHS PO3UMHY BpuTaHis XyamiH 3MiHu |l TUny - 3MiHa BUPOGHMKa peyenmom
0ns iH ekyiii, 500 mr/500 dapmacbtoTika BVXiAHOrO/NPOMIXXHOTO NPOAYKTY/peareHTy, Lo
mr, no 1 a6o no 5, abo n Komnari BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY MPOLIECI
no 10 donakoHiB 3 Nimitep A, abo 3miHa BUpobHMKa (BKIOYatoum, ae
NOPOLLKOM Y naui 3 HEeob6XiAHO, MicLe NPOBELAEHHS KOHTPO/IO
KapTOHY akocTi) A®| — BBe,EHHS HOBOrO BUPOBHUKA
A®I uechonepasoHy HaTpilo Ta cynibbakTamy
HaTpilo 3 HagaHHaM macTep-haiiny Ha Al B
3aMiH Ha 3aTBepXeHOro BUpobHMKa
82. | MAKPOLIE® MOPOLLIOK AN [xeHocbapm /Tg, Benvka HCMC Xe6eli KnTaii BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: - UA/8972/01/01
NPUroOTYBaHHS PO3UMHY BpuTaHis XyamiH 3MiHu |l TUNy - 3MiHa BUPOGHMKa
ANs iH ekuiin, 500 mr/500 dapmacbioTika BUXIZAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
mr in bulk: no 10 a6o 50, n KomnaHi BMKOPUCTOBYIOTLCS Y BUPOOHMYOMY NpoLieCi
a60 100 chnakoHIB 3 Nimiteq A, abo 3miHa BUpobHMKa (BK/IKOUatoum, ae
MOPOLLKOM Y rpynoBiii HeobXiAHO, MicLe NPoBeAEeHHS KOHTPO/0
Tapi 3 KapTOHY akocTi) APl — BBEjEHHA HOBOrO BUPOOHUKA
A®| uedronepasoHy HaTpito Ta cysibbakTamy
HaTpilo 3 HajaHHAM macTep-goaiiny Ha Adl B
3aMiH Ha 3aTBepAXEHOro BUpobHUKa
83. | MAPBE/IOH® Tabnetku no 21 LWepinr-Mnay CeHtpan | Lseliyapis 3a NOBHUM Higepnangn/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/10176/01/01
Tabnetui B 6nicTepi; no lcT Al LMKNOM: Ipnangis 3MiHM | TUNY - NOA4AHHA OHOBNEHOTO peyenmom
1 6nicTepy B cawe; no 1 H.B.OpraHoH, cepTudikaTa BiANOBiAHOCTI €Bponeiickkili
abo 3 calle y KapTOHHIiA HigepnaHgu; thapmakonei Ne R1-CEP 2009-300-Rev 00 gnis
ynakoBLi 3a NOBHUM aitouoi peyoBuHn Desogestre Big, Bxe
LVIKIOM: 3aTBEPLKEHOr0 BUPOOHMKA
OpraHoH
(IpnaHgis)
Nta., lpnaHgis
84. | MEAOrICTUH TabneTtku no 16 mr, no Megokemi T4 Kinp Megokemi Kinp/ BHECEHHS 3MiH Ja peecTpaLjiiiHux maTepiasiis: 3a UA/13526/01/01
10 Tabnetok y 6nictepi; nTa HigepnaHan TexHiyHa nomuska (3rigHo Hakaszy MO3 Big, peuyenmom
no 3 6nictepu B (LeHTpanbHuii 23.07.2015 Ne 460) TexHi4yHy NOMUKY
KapPTOHHI KOpooLj 3aBsog), Kinp; BMNPAaB/IEHO B iHCTPYKLIT ANs1 MeANYHOro




108

Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
dapmayeBTiLL 3acTocyBaHHs B po3gini "Micue3HaxomKeHHs
AHaniTiw BMPOGHUKa Ta Iioro agpeca micus
Na6opaTopiym NPOoBaPKEHHA Ais/IbHOCTI"
[lyiseH B.B.,
HigepnaHnamn
85. | MEHOBA3VH po3uuH Ans NAT "Ny6Hndpapm” YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/8824/01/01
30BHiLLIHBbOIO "Nly6HUhapm" BUNPaB/IEHHS TEXHIYHOT NOMUIKM B TEKCTI peuenma
3aCcTOCYyBaHHH, MapKyBaHHS1 yNakoBKM JlikapCbKOro 3acoby
cnmpToBuiA No 40 mny
donakoHax
86. | MEPTEHIN TabneTku, BKpUTI BAT "l'efeoH Pixtep" YropwmHa BVMPOGHMLTBO, YroplmHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/11705/01/02
NAiBKOBOK 060I0HKOMO, KOHTPO/b 3MiHM | Tuny - 3MiHa napameTpiB cneuudikawii peyenmom
no 5 mr no 10 Tabnetok AKOCTI Ta Ta/abo foNyCTUMUX MEX rOTOBOrO NiKapCbKoro
y 6nicTepi; no 3 BWMNYCK cepil: 3ac06y (BHECEHHS 3MiH A0 [0CbE Micns
6nicTepun y KapTOHHIl BAT "TeaeoH OHOBJIEHHSA 3araslbHOI CTaTTi Ha roToBY
ynakoBLii PixTep" nikapcbky chopmy y AdY/EBponelickkiii
thapmakonei) - npuBeAeHHs po3ainy
«MikpobionoriyHa YncTota» y BifNoBiAHICTb A0
BMMOT fjto4oro BugaHHA EP 2.6.12, 2.6.13,
5.1.4.
87. | MEPTEHIN TabneTku, BKPUTI BAT "T'epneoH Pixtep” YropwuHa BVMPOGHMLTBO, YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/11705/01/03
NNiBKOBOK 060/I0HKOHO, KOHTPO/b 3MiHM | TUNy - 3MiHa napaMeTpiB cneuudikawii peyenmom
no 10 mr no 10 TabneTok SIKOCTi Ta Ta/abo foNyCTMMUX MEX rOTOBOTO NiKapCbKoro
y 6nicTepi; no 3 BUNYCK cepil: 3ac00y (BHECEHHSI 3MiH A0 AOCbE Micns
6nicTeEpY y KapTOHHIi BAT "TegeoH OHOBJ/IEHHS 3arasibHOI CTaTTi Ha roToBY
ynakoBLji PixTep" nikapcbky chopmy y AdY/EBponeincokii
hapmakonei) - npuBefeHHs po3Ainy
«Mikpob6ionioriyHa uncToTa» y BifNoBIAHICTb A0
BUMOT fjto4oro BugaHHsa EP 2.6.12, 2.6.13,
5.14.
88. | MEPTEHIN TabneTku, BKPUTI BAT "l'efieoH Pixtep" YropuwmHa BVMPOGHMLTBO, YropuuHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/11705/01/04
NAIBKOBOK 060I0HKOMO, KOHTpPO/b 3MiHM | Tuny - 3mMiHa napameTpiB cneuudikawii peyenmom
no 20 mr no 10 Tabnetok AKOCTI Ta Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro
y 6nicTepi; no 3 BUNYCK cepil: 3ac06y (BHECEHHS 3MiH A0 [0CbE MicnA
6nicTepun y KapTOHHIl BAT "legeoH OHOBJ/IEHHS 3arasibHOI CTaTTi Ha rOTOBY
ynakoBLi PixTep" nikapcbky chopmy y AdY/EBponelickkiii
thapmakonei) - npuBefeHHs po3ainy
«MikpobionoriyHa unctota» y BifnoBiAHICTb A0
BMUMOT Jjto4oro BugaHHA EP 2.6.12, 2.6.13,
5.1.4.
89. | ME®EHAT Ma3b no 15rabono40r MAT "dapmaxk” YkpaiHa MAT "®apmaxk” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/7845/01/01
y Ty6i; no 1 Ty6i B nauui 3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW. 3MiHa peuenma

3 KAPTOHY

HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKEHHS AiNbHOCTI
BMPOOGHUKa/iMnopTepa roToBoro Nikapcbkoro
3ac00y, BKIOHAUM AinbHULi BUNYCKY cepii
ab0 MiclLie NpoBefeHHA KOHTPOJIHO AKOCTI.
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

(misnbHicTb, 3a Ky BignoBifae
BMPOGHMK/iIMNOpTEpP, BK/IOUAKUM BUMYCK cepiii)
(3miHa agpecu BupobHuka MAT «dapmak»,
YkpaiHa, 6e3 3MiHW MicLs BUPOOHNLTBA)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicALiB
nicns saTBepmpkeHHs); 3MiHu | Tuny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) (3amiHa
rpachiyHoro 306paxxeHHs1 NepBNHHOT Ta
BTOPVHHOT YNakoBOK Ha TEKCT MapKyBaHHS
ynakoBOK, 3aMiHa po3giny «padiyHe
0(hOPM/IEHHS YNAKOBKM» Ha «MapKyBaHHs» B
MK$A N3) (TepMiH BBeAEHHS 3MiH NPOTArOM 3-X
MicALiB nicnsa 3aTBepmKeHHs); 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
y MeTogax BunpobyBaHHsA roTOBOr0
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX MeToAax BUNPOOYBaHHS)
(npoBeaeHHs BuNpobyBaHHA «MikpobionoriyHa
yncToTa» 3 NEPIOAUYHICTIO KOXHY nepLuy Ta
n'aTy cepilo Ta yHiduikaLisi HanMcaHHs 3Ha4YeHb
B po3aini «MikpobionoriyHa YicTa» BignoBigHO
0o Aoy ta €9)

90.

MINAPANEKC-
340POB'A

po3uuH A8 iH'ekuin, 100
Mr/mn no 5 mn B amnyni;
no 10 amnyn y kopo6u;i 3
KapTOHy; Mo 5 mn B
amnyni; no 5 amnyn y
6nicTepi; no 2 6nictepn
B KOPOOGLi 3 KapTOHY

ToBapucTso 3
06MeXeHoto
BiANOBIAA/LHICTIO
"®apmaueBTnyHa

KoMnaHis "3gopos'a”

YkpaiHa

ToBapucTBo 3
obmexeHoto
BiAMNOBIA&UTbHI
CTIO
"PapmavuesTu
YHa KOMNaHis
"3p0pos'a”

YropuwmHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHU | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeAeHHs y BIANOBIAHICTb 40 MOHOrpadii
[®Y abo €sponelicbkoi hapmakonei, abo
iHLWOT HaujioHanbHOI thapmakonei fepxasu €C
(3miHa y cneundpikauii HechapmakoneliHoro Ad|
0119 NMPVYBEAEHHS Y BiAMNOBIAHICTb O BUMOT
L®Y a6o €sponelicbkoi hapmakonei, abo
iHLLOI HaLjioHaIbHOT hapmakonei Aepxasu
€C); cynyTHA 3miHa: 3MiHa y MeTogax
BUNpobysaHHsA APl abo BMXiAHOMO
mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLLECi BUPOBHMLITBA
ADI (iHWi 3MiHM Yy MeTofax BUNPOOYBaHHS
(BKNtOvatoun 3amiHy abo fonoBHeHHS) APl abo
BUXiZIHOTO/MPOMIXKHOTO NPOAYKTY); 3MiHW | TUNY
- 3MiHa Yy MeToAax BUNpo6yBaHHSA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX BUNPOOYBaHHS)

3a
peyenmom

UA/11215/01/01

91.

MOAMWTEH AEMO

PO34UH A5 iH'eKL, 25
Mr/mMa no 1 mn B amnyni;
no 5 amnyn y 6nictepi;
no 1 6nictepy B
KapTOHHI KopoobLi

KPKA, a.4., Hoso
MECTO

CnoBeHisi

KPKA, a.4.,
HoBso mecTo

CnoseHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu Il TUny - 3mMiHa BUPOGHMKa
BVXiZAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY MPOLLECI
A, abo 3miHa BUpobHMKa (BKIKOYaouK, e

3a
peyenmom

UA/0893/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
HeobXxiAHO, MicLe NPOBEAEHHS KOHTPO/TIO
skocTi) A®I| - BBeAEHHS HOBOrO BUPOGHMKa AdDI
Trifarma S.p.A f0 BXe 3aTBepg)xeHoro Fine
Chemicals Corporation (Pty) Limited
92. | HA30/1® AOBAHC | cnipeii Ha3asbHWiA Baiiep KoHcblomep LseiiLapis IcTiTyTO e ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/9480/01/01
0,05%, no 10 mny Kep Al Anxeni C.p.n. 3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
dhnakoHi 3 HalilMeHyBaHHs Ta/abo agpecu Micus
posnpuckyBavem; no 1 NPOBaMKEHHS AiSNbHOCTI
h1akoHy B KapTOHHIi BMPOGHUKa/iMnopTepa roToBoro likapCbKoro
Kopoo6Li 3ac00y, BK/I0YAKYY [iTbHNLi BUNYCKY cepil
a60 MmicLe NpoBeileHHA KOHTPOSIHO SAKOCTI.
(misnbHiCTb, 3a AKy Bignosifae
BMPOGHMK/iIMNOpTEp, BK/OYAKYM BUMYCK Cepiii)
(3miHa agpecu BUpOo6HUKa IcTiTyTo [le AHxeni
C.p.n.) (TepmiH BBEAEHHS 3MiH NPOTAroM 6-Tn
MicsILiB Mic/1a 3aTBepAKEHHS)
93. | HA30/1® BEBI Kpanni HaszanbHi 0,125 Baviep KoHcblomep Lseliuapis IcTiTyTO fle ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/9481/01/01
%, no 10 mn y chnakoHi 3 Kep Al Anxeni C.p.n. 3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
nineTkoto; No 1 dpnakony HalilMeHyBaHHA Ta/abo agpecu Micus
B KapTOHHIi KopobLyi NPOBaPKEHHS AISSIbHOCTI
BMPOGHUKa/iMnopTepa roToBOro likapCbkoro
3ac00y, BKIOYAKUM AiNTbHNLi BUNYCKY cepil
a60 MmicLe NpoBefileHHA KOHTPOSIHO SAKOCTI.
(misnbHiCTb, 3a AKy BignoBsifae
BMPOGHMK/IMNOpTEpP, BK/OYAKUM BUMYCK cepiii)
3MiHa HaliMeHyBaHHS Ta agpecy BUPOGHUKaA
IcTityTo e Awxeni C.p.n.. BBefeHHs 3MiH
NPOTAroM 6-T1 MicsLiB NicAs 3aTBEPYKEHHS.
94. | HA30/M® KIAC cnpeit HasanbHuii 0,25 TOB "baiiep" YkpaiHa IcTityTO [l ITanis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/9482/01/01
% no 15 mn 'y dhnakoHi; Anxeni C.p.n. 3MiHa 3asBHUKa (BNacHUKa peectpauiiHoro peuyenma
no 1 dpnakoHy B NoCBIAYEHHS)
KapTOHHiiA Kopo6L; BBefieHHs1 3MiH NpoTArom 6-T1 MicALIB nicns
no 10 mn y donakoHi 3 3aTBEPAKEHHS
posnpuckysBavem, no 1
(h/1aKOHY B KapPTOHHiiA
Kopobui
95. | HEOKAPAUN Kancynu, no 10 kancyny TOB "BAJNIAPTIH YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 6e3 UA/11357/01/01
6nictepi, no 3 6nictepn PAPMA" "BAJTAPTIH 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peyenma
B ynakoBL,i PAPMA" rOTOBOrO JliKapcbKoro 3acoby (HesHayHa 3miHa

y 3aTBEPAXEHNX MeToAax BUNPOGYBaHHS);
3MiHu | TUNy - 3MiHa NapameTpiB cneuudikavii
Ta/abo fOMyCTUMUX MeX roTOBOro MikapCbKoro

3aco06y (BWyYeHHS HE3HAYHOrO NOKa3HMKa
(Hanpuknag, 3acTapifioro NokasHuka, Takoro siK

3anax Ta cmak, abo igeHTudikauis 6apBHMKIB

4M CMakoBMX 406aBOK)); 3MiHU | TUMY - 3MiHA Y

mMeTofax BUNPO6yBaHHS rOTOBOO NiKapCbKOro
3aco6y (iHwWi 3MiHM y MeToAax BUNpobyBaHb
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
(BKKOYAKYM 3aMiHY 260 AOMNOBHEHHS))
96. | HEO-NEHOTPAH® | cynosuTopii BariHasibHi, Ekcentic Xencke C.J1. IcnaHis Em6in TypeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5477/01/01
POPTE no 7 cynosunTopiis y dapmaueyTika 3MiHu | TURY - 3MiHKW 3 SKoCTi. FoToBUIA peyenmom
6nicTepi B KAPTOHHIN n Ko. Nta. nikapcbknii 3aci6. KOHTponb roToBoro
Kopoobui nikapcbKoro 3acoby. 3miHa napameTpis
cneumgikauiin Ta/abo 4oNyCTUMUX MeX
rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHW)
(3miHn napameTpiB cneumdikayii 13 3a T.
"Onnc") (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tn
MicSLIB NicnsA 3aTBEpAKEHHS); 3MiHuW | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHMKa
peecTpaujiiiHoro noceigueHHs) (3miHa agpecu
3asBHVKa) (TepMmiH BBeEeHHS 3MiH NPOTArom 6-
TV MicsiliB nicns 3aTBepAKEHHS)
97. | HOO®PEH® 100 NOpPOLLOK AN TOB "Ondga" YkpaiHa AT Nartsis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/3773/02/01
OpasIbHOro Po3ynHy, 100 "OnaiiHdpapm" 3MiHu | TMNY - 3MiHKW 3 siKOCTi. ToTOBUIA peuenma

mr/gosynolry
naketukax Ne 15y nauui

nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKkoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo AoNYyCTUMUX MEX
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHW)
(3miHeHi BuMoru fo cneumdikadii 3a p. «Onmc»
3aTBEPKEHO: «MOPOLLOK Bif 6i10ro JO CBIT/0-
KPEMOBOTO KO/bOPY»; 3anpOnoOHOBAHO:
«MopoLUOK 6inoro abo maiixe 6inoro KonbLopy 3
XKOBTYBaTUM BiaTiHKOM». 3a p. «OfHOPIAHICTL
Macu» 3aTBepaxeHe BigxuneHHsa £10%,
3anpornoHoBaHo BiAXWNeHHA +7,5%. 3a p.
«Onuc po3ymHy. Mpo3opicTb» 3aTBEPLKEHO:
«OnasnecueHuis He MOBUHHA NepeBuLLyBaTy
onasiecueHLilo eTasioHa NOPIBHAHHSA |»,
3anponoHoBaHo: «OnasecLeHLis He NoBUHHA
nepesuLLYyBaTV OnasiecLeHLilo eTasioHa
nopiBHAHHSA lI». 3a p. «CynpoBigHi LOMILLKMN»
3aTBEPKEHO: CTOPOHHI AOMILIKU He BinbLue
0,2% (TLLUX); 3anponoHoBaHo: 4-
eHnnnupponigoH-2  0,2%; KoXxHa
HeigeHTuUdiKkoBaHa aomilka 0,2%; cyma
Aomiwok 1,0% (BEPX). 3a p. «KinbkicHe
BM3HAUYEHHA» 3aTBepaxeHo +£10%,
3anponoHoBaHo +5% Bif, 3asB/1EHOT KiNIbKOCTI.
3MiHa Ha3BM NOKasHKKa 3 «PO3UMHHICTb» Ha
«Yac po3unMHEHHs» 3 BifnoBigHUM
Y3rO[XKEHHAM METOZIB KOHTPOJIIO 3a iHLMMM
posginamu. 3MiHN A0 IHCTPYKLiTy po3ain
"Nikapcbka hopma” (LLLOA0 OCHOBHUX Pi3nKO-
XiMiYHMX BacTuBocTeit). CynyTHS 3miHa:
3miHu | Tvny: 3MiHK 3 sKocTi. FoToBwMIA
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbknii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BUNPOBYBaHHA rOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpPAKEHNX MeToaax
BunNpo6yBaHHs)(b.Il.r.2. (a),IA), 3miHeHO meTo
BM3HAYEHHS NOKa3HWKy " CynpoBigHi JOMiLLKK "
3 TWX Ha BEPX. 3miHu | Tvny - 3MiHKM 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTposib roToBOro
nikapcbKoro 3acoby. 3MiHa y meTofax
BMNPOOYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(iHwi 3miHM y MeTogax BUNpobyBaHb
(BKIOYAKOUM 3aMiHy 260 [JONOBHEHHS)) -
3MiHEHO MeTOof, BU3HAYEHHS MOKa3HUKy "
CynpoBigHi fgomiwkn " 3 TLX Ha BEPX. 3MiHn
| TMny - 3MiHK 3 AKoCTi. FOTOBWUIA Nikapcbkuii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsl rOoTOBOro
NiKkapcbKoro 3acoby (3MiHa B ymMoBax
36epiraHHs roToBOro NikapcbKoro 3acoby abo
nicnsa po3YnMHeHHs/BiLHOBEHHSA) - 3MiHA YMOB
36epiraHHa MN3. 3aTBepaxeHo: «36epiratn y
CYXOMy, 3axM1LLEHOMY Bij, CBIiTNa MicLj npu
Temnepartypi He BuLe 25°C»; 3anponoHOBaHO:
«36epiraTy B opuriHasbHii ynakoBLi npu
Temnepartypi He Bulle 25°C». 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - 3amiHa
rpadiyHoro ohopMIEHHS yNakoBK/ Ha
npono3uLii Woao MapkyBaHHs. 3MiHu Il Tuny -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (A0noMiKHUX
peyoBUHax) roToBOro Nikapcbkoro 3acoby (iHLi
3MiHW) - 3amiHa AONOMiXXHOT PeYOBUHM.

98.

HOO®EH® 500

MOPOLLIOK A/151
opanbHOro po3synHy, 500
mr/go3y no 2,5 r
MOPOLLKY Y NakeTuKy; no
5 NakeTUKiB y KapTOHHIlA
nauu

TOB "Ongha’”

YkpaiHa

AT
"OnaiiHdpapm"

NatBis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasnis
(noBTOpHWMIA po3rnag):
3MiHK | TUny - 3MiHa po3mipy cepii (BkOUarum
[nianasoH po3Mmipy cepii) roToBOro fikapcbkoro
3aco6by (3meHLweHHsA o 10 pasis) -
3aTBepmkeHo 52 000 nakeTukis;
3anponoHoBaHo: 20 000 nakeTwkiB; 3MiHM |
MYy - 3MiHW Y Npoueci BUPOOHULITBA rOTOBOIO
NiKapcbKoro 3acoby, BKAOUYAUMN NPOMDKHUM
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHWLTBI
roTOBOrO NikapCcbKoro 3acoby - 3miHa
TEXHOJI0MYHOro NpoLecy 3 MeTok noro
CMPOLLEHHS | ONTMMI3aLi. 3mMiHa B MopsaKy
3MilLyBaHHA KOMMOHEHTIB B ycTaHoBLi “Cyclop-
Midi”, abo aHasoriuHili; 3MiHu | TMNY - 3miHa y

6e3
peyenma

UA/3773/02/02
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
TepMiHax NpuaaTHoCTi abo ymoBax 36epiraHHs
roToBOro Nikapcbkoro 3acoby - 3MiHa yMoB
36epiraHHsa roToBOrO JiKAPCbKOro 3acoby
99. | OMENPA30/N kancynv no 20 mr, no 10 BAT "BopucoBcbkuii Pecny6nika BAT Pecny6nika BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/6928/01/01
Kancyn y énictepax; no 3aB0f, MeANYHNX Binopycb "BOPUCOBCHKM Binopycb TexHiyHa nomuska (3rigHo Hakaszy MO3 Big, peuyenmom
3 6nicTepun y nayui 3 npenaparis" 1 3aBOg 23.07.2015 Ne 460)
KapToHy MeANYHNX BUMPAaB/IEHO TEXHIYHY MOMUSIKY B iHCTPYKL,T
npenaparis” 0718 MeMYHOI0 3aCTOCYBaHHS
100. | OPOP® TabneTku, BKPUTI OpraHocvH Jlaind IHAis EBepTomxeH IHAjsa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/7732/01/01
N1iBKOBOK 06G0/IOHKOIO, CaeHcu3 IMBT. /1714, Naiicp TEXHiYHa NOMWU/IKa y MeToAax KOHTPOJO SKOCTI | peyernmom
no 10 TabneTtok y CaeHcm3 y p. Cknag,
6nicTepi; no 1 6nictepy Niviteq
B KAPTOHHII nayui
101. | OPOP® TabneTku, BKPUTI OpraHocviH Naiidy IHAis EBepromxeH IHAjisA BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: - UA/7733/01/01
NNIiBKOBOK 060/I0HKOIO, CaeHcms MeT. T4, Naiidp TEeXHiYHa MOMUSIKA Y METOAAX KOHTPOJIH SKOCTI
in bulk: no 2500 CaeHcus y p. Cknag
Tabnetok y naketi; no 1 Nimiteq,
nakeTy y Kopobui i3
roppokapToHy
102. | MAHFACTPO Tabnetkn CaHpo3 CnoBeHis BMPOBHULTBO CnoseHis/ BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 3a UA/13512/01/01
racTpope3nCTEHTHI No dapmacbioTikans 4.4. "in bulk", TypeuunHa/ 3MiHM | Tuny - 3mMiHa napameTpiB cneuudikawii peyenmom
20 mry 6nictepax Ne 14 ynakoBKa, PymyHis Ta/abo foMyCTUMUX MEX roTOBOro NikapCbKoro
(7x2), Ne 14 (14x1), Ne TEeCTyBaHHS, 3ac006y (3BYXXEHHS [OMYCTUMUX MeX); 3MiHu |
28 (7x4), Ne 28 (14x2) BWMNYCK Cepil: TUMy - 3MiHa y MeToAax BUNpobyBaHHS
Nexk roTOBOrO JliKapCbKoro 3acoby - 3amiHa MeTogy
thapmaveBTuy BM3HAYEHHS CYNYTHIX AOMILLIOK
Ha KOMMaHis (3anponoHoBaHo: «B3XXX, USP»); 3MiHu Il
n.4., TUMy - 3MiHa napameTpis cneyudikauiin Ta/abo
CnoBeHis; LONYCTUMMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
BMPOGHMLITBO (3mMiHa 3Haxo0AMTLCA No3a 3aTBEPAKEHNMU
"in bulk", LONYCTUMVMU MexXamiy cneumdikauiii).
ynaKkoBKa, BBegeHHA 3MiH npoTArom 3-x micsAuiB nicna
TeCTyBaHHS: 3aTBEPAKEHHS
CaHpos lnak
CaHalii Be
Tikapet A.C.,
TypeuyunHa;
TECTYBaHHS:
CaHpo3
C.p.n.,
PyMmyHis
103. | MAHIACTPO Tabnetku CaHpos CnoBeHis BMPOGHMLTBO CnoBeHis/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/13512/01/02
racTpope3nCTEeHTHI No dapmacbioTikans 4.4. "in bulk", TypeyuunHa/ 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuyenmom
40 mr y 6nictepax Ne 14 ynaKkoBKa, PymyHis Ta/abo [oMyCTUMUX MEX roTOBOro MikapCbKoro
(7x2), Ne 14 (14x1), Ne TecTyBaHHS, 3ac00y (3BY)XEHHS fOMYCTUMUX MeX); 3MiHu |
28 (7x4), Ne 28 (14x2) BUNYyCK cepil: TUny - 3MiHa y MeTofiax BUNpo6yBaHHsA
Nex roTOBOrO MiKapCbKOro 3acoby - 3amiHa MmeToay

papmaueBThy

BM3HAYEHHS CYNYTHIX AOMILLOK
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
Ha KOMMaHis (3anponoHoBaHo: «B3XXX, USP»); 3MiHu Il
n.4., TUMy - 3MiHa napameTpis cneyudikauiin Ta/abo
CnoBeHis; LONYCTUMMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
BMPOGHMLITBO (3mMiHa 3HaxXo0AMTLCA No3a 3aTBEPAKEHNMU
"in bulk", LONYCTUMVMU MexXamiy cneumdikauiii).
ynaKkoBKa, BBegeHHA 3MiH npoTArom 3-x micsAuiB nicna
TeCTyBaHHS: 3aTBEPAKEHHS
CaHpos lnak
CaHalii Be
Tikapet A.C.,
TypeuyunHa;
TeCcTyBaHHS:
CaHpo3
C.p.n.,
PyMmyHis
104. | MEPEKUC BOAHKO | posuvH ans ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/11686/01/01
30BHiLLIHBLOIO 06MeXeHo 06MeXeHOo 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuenma
3acTocysaHHA 3 % no 40 BiANOBIAA/LHICTIO BiANOBIA&/TbHI Ta/abo [OMYyCTMUX MEX NEPBUHHOI yNaKkoBKu
My doiakoHax "®apmavneBTUYHa CTIO rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3mMiHK);
CKNaHKMX; no 100 mny KoMnaHis "3gopos'a” "PapmavuesTu CYNyTHSA 3MiHa: 3MiHa Y MeTofax
chnakoHax noniMepHux, YHa KOMNaHis BMNPOGYBaHHSA NEPBMHHOI YNakoBK/ rOTOBOrO
no 40 mn y dpnakoHi "3popos's” nikapcbKoro 3acoby (iHwi 3MiHM y MmeTodax
cknsiHomy a6o no 100 BMNPO6YBaHb (BK/OHAOUM 3aMiHy abo
My cpNaKoHi [ofaBaHHs)); 3MiHK | Tuny - 3miHa
nonimepHomy; no 1 nocTavanbHvika nakyBaibHVUX MaTtepianis abo
dhnakoHy B kOpobLi 3 KOMMIEKTYOUMNX (SIKLLLO 3a3HAYEHO B [OCLE)
KapTOHY (3amiHa abo gofaBaHHsS NocTavyasbHMKa) -
BBE/leHHs1 J0AATKOBOrO 3aKynopBasIbHOTO
3acoby Bif HOBOro BMpobHuka TOB
«®apmaueBTuyHa thipma «Bepteke», YkpaiHa
(KpWLLKKM Mig, pi3bOOBY rOP/IOBUHY 3 KOHTPOJIEM
NnepLUoro po3KpUTTA). AK HACNIA0K, 3MIHIOETLCA
pO3Mmip, AKICHWIA Ta KiNbKiCHUIA cknag
3aKyrnoproBasibHOro 3acoby. HesHauHi 3MiHM
po3mipiB Kpuwikn KB3 BupobHuka 3AT «Pipma
Eninc», Ykpaina Ta kpuwwkv 1.4 4 Ta KpULKku
1,4 k BupobHuka TOB «®apmmall», YkpaiHa;
CYNyTHS 3MiHa: 3MiHa Yy NEPBUWHHI ynakoBLi
roTOBOrO MiKapCbKOro 3acoby (sikicHuin Ta
KiNbKiCHUIA ckag) - M'ski Ta HeCTepubHI piaki
nikapcbki hopmu; 3MiHa hopmun abo po3mipy
KOHTeHepa umn 3aKyrnoproBasibHOro 3acoby
(NnepBUHHOT ynakoBku) (HeCTEePUIIbHI flikapChbki
3acobu)
105. | MNIPALUETAM TabneTkn, BKPUTI MAT "Tannudapm” Ykpaina NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/0901/02/01
060/10HKO0, N0 200 Mr "Tanuucapm” 3MiHM | TUMy - 3MiHK y NpoLeci BUpo6GHMLUTBA peyenmom

Ne 30 (10x3), Ne 60
(10x6) y 6nicTepax

roTOBOrO fiKapcbKoro 3acoby, BkIovaoun
NMPOMiXHWIA MPOAYKT, L0 3aCTOCOBYETLCS Npu
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
BMPOGHMLITBI FOTOBOTO NiKApCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpo6bHULTBA)
106. | MIPALUETAM TabneTtkn, BKPUTI MAT "Tannudapm” YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: - UA/9520/01/01
060/10HKOI0, N0 200 Mr "Tannucapm" 3MiHM | TUMy - 3MiHK y NpoLeci BUpo6HMLUTBAa
in bulk: no 15 kry roTOBOro NikapCbKoro 3acoby, BKIYauu
noABINHNX MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCS NP
NoNieTUNEHOBKX MiLLIKax BMPOGHULITBI FOTOBOTO NiKApCbKOro 3acoby
Ne 2 (He3Ha4yHa 3MiHa y npoLleci BUPO6HULTBA)
107. | NK-MEPL, po3uunH Ans iHdysiii, 0,4 Mepy, HimeuunHa BMPOGHUK Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/9031/02/01
mr/mn no 500 mny dPapmachbioTikasc roToBOro HimeuunHa 3MiHM | TUNY - 3MiHK WOA0 peyenmom
donakoHi, No 2 dpnakoHu 6X nikapcbKoro 6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy -
B KQpPTOHHI kopooLyi 3acoby: b. 3MiHV BHECEHI B TEKCT MapKyBHHS, Y 3B'A3KY 3
BpayH BUNyYeHHSM WwpudTy Bpaiins Ha nigcTasi
Megukan, CA, HeO060B’A3KOBOCTI MapKyBaHHS LLIPUTOM
Icnanis; Bpaiina npenapartis ui€i kaTeropii
BVPOGHMUK,
BignoBiAabHU
1 32 BMNyCK
cepii: Mepy,
Papma M'm6X i
Ko. KraA,
HimeyunHa
108. | NoBNAVH cynosunTtopii BariHasibHi MpuBaTHe akuioHepHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/3798/01/01
no0,3rno5 TOBapUCTBO "J1eKXiM- akuioHepHe 3MiHu | TMNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenma
cyno3uTopiiB y 6nictepi; Xapkis" TOBapuCcTBO HalilMeHyBaHHs Ta/abo agpecu Micus
no 1 a6o 2 6ictepu B "Jlekxim- NPOBaKEHHSA AiSNbHOCTI
nadui 3 KapToHy Xapkis" BMPOOGHUKa/iMnopTepa roToBOro /ikapcbkoro
3ac00y, BKIOYAKUY AiNTbHUL BUNYCKY cepil
a60 MicLie NpoBeeHHA KOHTPOSIHO SAKOCTI.
([isnbHICTb, 3a SIKy BignoBigae
BMPOGHMK/iIMNOpTEp, BK/IOUAKUM BUMYCK cepiii)
- 3MiHa afpecu Ta Ha3Bu BUpo6HuKa 13, 6e3
3MiHM MicLA BUPOGHMLTBA. 3MiHK | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHUKa
peecTpavuiiiHOro NocBig4YeHHs) - 3MiHa
HaliMeHyBaHHs Ta afpecu 3asBHUKa (BnacHunka
peecTpaLiiHoro NocBigYeHHs1)
109. | NoBNAVH Ccyno3uTopii BariHasibHi MpuBaTHe akuioHepHe YkpaiHa MpvBaTHE YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: - UA/13852/01/01
no 0,3 rin bulk: no 5 TOBapUCTBO "J1eKXiM- akuioHepHe 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHWU. 3MiHa
cynosuTtopiie y 6nictepi; Xapkis" TOBapuCTBO HaliMeHyBaHHs Ta/abo agpecu micus
no 200 6nicTepiB y "Jlekxim- NPOBaKEHHS AiSNbHOCTI
ALLNKY Xapkis" BMPOGHUKa/iMnopTepa roToBoro JlikapCbKoro

3ac006y, BKIOYaUM AinbHULi BUNYCKY cepii
abo micue NpoBefeHHsI KOHTPOJTHO SKOCTI.
(misnbHICTb, 3a SAKy BignoBifae
BMPOGHWK/IMNOPTEpP, BKOYAKOUMN BUMYCK CEPiid)
- 3MiHa agpecu Ta Ha3Bu BUpo6HuKa 13, 6e3
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
3MiHW MicL BUPOGHMLTBA. 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHMKa
peecTpaviiiHoOro NocBigYEHHS) - 3MiHa
HaliMeHyBaHHS Ta afpecu 3asBHUKa (BnacHunka
peeCcTpaLiiHoro NocBigYeHHs!)
110. | NOBIAOH-NOA niHiMeHT 10 % no 30 ry My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/7317/01/01
Ty6i; no 1 Ty6i y nayui 3 TOBapucTBo "HaykoBo- akuioHepHe 3MiHU | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peuenma
KapToHy BMPOGHNYNIA LEHTP TOBapuCTBO npuBeAeHHs y BIANOBIAHICTb 40 MOHOrpadii
"BopuyariBcbKuii "HaykoBo- [®Y abo €sponelicbkoi hapmakonei, abo
XiMiKo- BMPOGHUUNIA iHLWOT HauioHanbHOI thapmakonei fepxasu €C
hapmaLeBTUYHWI LeHTp (3miHa y cneuundikauisx, nos'a3aHa 3i 3MiHaMm
3asog" "BopLuariBcbk B J®Y, abo EBponelicbkiii hapmakonei, abo
NiA XiMiKo- iHLLIA HauioHanbHI dhapmakonei aepxasu €C)
thapmauesTuy - HE3HaYHa 3MiHa Ao T."mikpobionoriyHa
HWi1 3aBog" yncToTa", y 3B°A3Ky 3 NPUBEAEHHAM A0 BUMOT

[O®Y ons KOHTPOO AONOMDKHOT PeYOBUHU
MponineHrnikonb; 3mMiHu | TUNy - 3MiHK,
noB's3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y
BigNoBigHICTL A0 MOHOrpadii 4PY a6o
€Bponeiicbkoi thapmakonel, abo iHLOoi
HaujioHasbHOT dhapmakonei gepxasu €C (3miHa
y cneyudikaLisx, nos'a3aHa 3i 3MmiHamu B Y,
abo €sponeiicbkin hapmakonei, abo iHLWin
HavjioHasnbHIli chapmakonei gepxasmn €C) -
He3HayHa 3MmiHa 40 T."MikpobionoriyHa
yncToTa", y 38°A3Ky 3 NPUBEAEHHAM A0 BUMOT
LY nns BXiAHOro KOHTPO/IO Ajt0UOT PEYOBUHM
MoBigoH-lioay; 3MiHK | TUNY - NoAaHHS
oHoBrieHoro CepTudpikata BignosigHocTi EP
R1-CEP 2005-007-REV 01 Big 3aTBEpXeHOro
BMpPOGHMKa A®| NoBigoH-lioay; 3MiHu | TNy -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BiANOBIAHICTL A0 MoHOrpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo iHLLOi
HaujioHasIbHOT dhapmakonei gepxasun €C (3miHa
y cneuudikauisix, noB'sA3aHa 3i 3MiHamu B JdY,
abo €ponelicbkiin papmakonei, abo iHLUii
HaLjoHasnbHIl thapmakonei gepxasun €C) -
He3HayHa 3MiHa [0 T."MikpobionoriyHa
yucrtoTa", y 38" 53Ky 3 NPUBEAEHHSAM [0 BYMOT
LY ons KOHTPOHO AONOMDKHOT PEUYOBUHU
MonieTunexrnikons 400; 3MiHu | TUNY - 3MiHW,
noB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BiANOBIAHICTb A0 MoHOrpadii PY abo
€Bponeiicbkoi thapmakonel, abo iHLOoi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa
y cneumdikauisix, Nos'a3aHa 3i 3miHamu B AdY,
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1

abo Eponelicbkiin dhapmakonei, abo iHLLi
HaLljioHanbHili hapmakonei gepxasu €C);
He3HayHa 3MiHa [0 T."MikpobionoriuHa
yucrtoTa', y 38" 53Ky 3 NpUBEAEHHSAM [0 BYMOT
[O®Y nns KOHTPOO AONOMDKHOT PeYOBUHU
Emynbratop Ne 1; 3miHu | TURY - 3MiHK,
noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BigNoBigHICTb A0 MOHorpadii 4PY a6o
€Bponeiicbkoi hapmakonei, abo iHLwoT
HaujioHasIbHOT dhapmakonei gepxasu €C (3miHa
y cneyndikauisx, nos'a3aHa 3i 3miHamu B Y,
abo €ponelicbkiit gpapmakonei, abo iHLwii
HaLjoHasbHIl chapmakonei gepxasmn €C) -
He3HayHa 3MmiHa o T."MikpobionoriyHa
yuctoTa"y 3B A3Ky 3 NpYBEAEHHAM [0 BUMOT
LY nns KOHTPONO AOMOMDKHOI PEeUYOBUHM
Harpito rigpochocdpat gogekarigpar; 3miHn |
TMny - 3MiHa NapameTpiB cneuudikaliin Ta/abo
[OMyCTUMMX MEX rOTOBOrO NiKapCbKoro 3acoby
(BMlyYEeHHS HE3HAYHOrO NoKasHMKa
(Hanpuknag, 3acTapifioro NokasHyka, Takoro siK
3anax Ta cmak, abo igeHTudikauis 6apBHMKIB
4M CMakoBUX 406aBOK)) - 3MiHW y crieumdikaLii
L1151 KOHTPOSIO NiKapCbKOro 3acoby: BUIy4YeHo
po3ain "OAHOoPIgHICTL"; 3MiHK | TUNY - 3MiHA Y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y crneumdikayisax Ha Adl,
ab0 BMXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCS Y NpoLeci BUPObHMLTBA
A®| (BUTyYEHHS HE3HAYHOIO NOKAa3HMKa SKOCTI
(Hanpviknag, BUTyYeHHS 3acTapisioro
noKasHuka)) - 3MiHW y cneuudikadii ans
KOHTpono A®I: 3 po3giny "lgeHTudikayis”
BWJTy4YEHO SKICHY peakLiito 3 PO34MHOM
AnXpoMary i KMCNOTOK X/I0PUCTOBOLHEBOIO
BiANOBIAHO A0 BMMOr MoHorpadiii EP; 3MiHu |
TUMY - 3MiHWU, NOB'A3aHi 3 HEOBXiJHICTIO
nNpuBeEHHN y BiAMNOBIAHICTb 40 MOHOrpadil
L®Y abo €sponelicbkoi hapmakonei, abo
iHLIOT HauioHasTbHOI dhapmakonei gepxasun EC
(3miHa y cneuudikauisix, nos'sasaHa 3i 3MmiHaMu
B [1®Y, abo E€Bponeiickkiit hapmakonei, abo
iHWWIA HauioHanbHIV dhapmakonei gepxasu EC)
- He3HayHa 3MiHa go T."MikpobionoriyHa
yucToTa", y 3B'A3Ky 3 NpUBELEHHAUM [0 BUMOT
LY ans KOHTPONO AOMOMDKHOI PEeUYOBUHM
MpokcaHon 268; 3miHW | TUNY - 3MiHK
BUNPo6yBaHb abo AONYCTUMUX MEX,
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

BCTaHOBJIEHNX Y crneuudikauisx, nig vac
BMPOGHWLITBA FOTOBOTO /liKapPCbKOro 3acoby
(BUYYEHHS HECYTTEBOIO BUNPODOYBaAHHA B
npoweci BUpO6HMLTBA); 3MiHU | TURY - 3MiHA
napameTpiB cneuudikauii Ta/abo AonycTummx
MEX roTOBOrO J1iKapCbKoro 3acoby (iHLUi 3MiHW)

111.

MPAMIMEKCON

Tabnetku no 0,25 mr in
bulk: no 76190 TabneTtok
B NOABIiHOMY MakeTi

My6niyHe akuioHepHe
TOBapucTBOo "HaykoBo-
BMPOGHNYNIA LEHTP
"BopuyariBcbKuii
XimiKo-
hapmaLeBTUYHWI
3asof”

YkpaiHa

Brpo6HMLTBO,
aHani3 Ta
BUMYCK CepiiA:
CiHTOH
XicnaHis C.J.

Icnanis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis:
3MiHu | TUNY - AQMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micusa
NPOBaKEHHS AiNIbHOCTI
BMPOOGHUKa/iMnopTepa roToBoro Nikapcbkoro
3ac00y, BKIOYAUM AinbHULi BUNYCKY cepii
abo micue NpoBefeHHs KOHTPOJTHO SKOCTI.
(misnbHICTb, 3a SAKy BignoBifae
BMPOGHMK/IMNOpPTEpP, BK/OYAKOYM BUMYCK Cepili)
3MiHa agpecu BupobHuka CiHTOH XicnaHis
C.J1., IcnaHisi. 3MiHu | TUNY - AAMIHICTPaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
(Bkntovaroun ginbHnLi ans Ad®l, NpoMiXXHOTO
NPOAYKTY abo roTOBOro NiKapcbKoro 3acooy,
AiNbHULI NS NPpOBEAEHHS NakKyBaHHS,
BMPOGHMKA, BiAMNOBigaSIbHOTO 3a BUMYCK Cepil,
MicLLe NpoBeAEeHHS KOHTPOsItO cepii) abo
noctavyasibHUKa BMXigHOro martepiany,
peareHTy abo [AONOMDKHOI PEYOBMHY (SIKLLO
3a3HayeHo y JOChE) - BUTYUYEHHSA BUPOGHUKA
nikapcbkoro 3acoby NMPAMIMNEKCO/1 CiHTOH
BB, HigepnaHnau (aHanis Ta Bunyck cepir)

UA/12230/01/01

112.

MPAMIMEKCON

Tabnetkn no 1,0 mrin
bulk: no 30000 TabneTok
B NoAgiliHOMy MakeTi

My6niyHe akuioHepHe
TOBapucTBOo "HaykoBo-
BMPOGHUYNIA LLEHTP
"BopLyariBcbKuii
XimiKo-
hapmaLeBTUYHWI
3asofa”

YkpaiHa

Brpo6Hu1UTBO,
aHanis Ta
BUMYCK Cepiii:
CiHTOH
Xicnaris C.J1.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHSA AISSIbHOCTI
BMPOGHUKa/iMnopTepa roToBOro /likapCbkoro
3ac00y, BKOYAKUY AiNTbHUL BUNYCKY cepil
a60 MmicLe NpoBeileHHA KOHTPOSIHO SAKOCTI.
(misnbHiCTb, 3a AKy BignoBsifae
BMPOGHMK/IMNOpTEpP, BK/OYAKUM BUMYCK cepiii)
3MiHa agpecy BUpo6HMKa CiHTOH XicnaHis
C.N1., IcnaHis. 3miHu | TMny - AgMiHiCTpaTuBHI
3MiHW. BunyyeHHs BUPOBHUYOI AinbHNL
(Bovatoum ginbHuui ans A®Il, npomixHoro
npoAykTy abo roToBOro slikapcbkoro 3acoby,
AiNbHULI NS NPOBELEHHSA NaKyBaHHS,
BMPOGHMKA, BiANOBifa/IbHOTO 3a BMMYCK Cepil,
MicL,e NpoBefEHHS KOHTPO/IO cepii) abo
noctadyasibH1Ka BUXif4HOTO matepiasny,
peareHTy ab0 AONOMIXHOI pevyoBUHY (SIKLLO
3a3HayeHo y A0CbE) - BUTYYEHHS BUPOGHMKa

UA/12230/01/02
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
nikapcbkoro 3aco6y NMPAMIMEKCO/1 CiHToH
BB, HigepnaHau (aHanis Ta Bunyck cepir)
113. | NPIOPUKC™ | niodpinisat ANs posumHy nakcoCmiTKnsiH Benuka nakcoCwmitKn Benbris BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 3a UA/13694/01/01
PRIORIX™ ONs iH'ekuini y Ekcnoprt Jlimiteg, BputaHis ANH 3MiHW | TUMY - BUNYYEHHS BUPOOHUYOT AiNbHUL peyenmom
KOMBIHOBAHA MOHOA,030BUMX (1 f03a) Bionomxikans (Brtovatoum ginbHui ans A®Il, npomixHoro
BAKUVHA AnA dhnakoHax y KOMNAeKTi 3 C.A. NPOAYKTY abo rOTOBOrO /NiKapCbKoro 3acoby,
MPODITAKTUKA PO34MHHKKOM (BOAa NS AiNbHULI AN19 NpOBEAEHHS NaKyBaHHS,
KOPY, iH'eKwji1) y nonepeiHbO BMPOGHMKA, BiANOBifa/IbHOTO 3a BUMYCK Cepil,
EMIAEMIYHOIO HanoBHEeHOMY LinpuLi Ne MicLie MPOBEeAEHHS KOHTPO/IIO cepii) abo
NMAPOTUTY TA 1y KOMNIeKTi 3 ABOMA nocTavasnbHviKa BUXIgHOTO matepiany,
KPACHYXHN ronKkamu; MOHOL,030BUX peareHTy abo [0NOMKHOI PeYOBUHN -
(1 po3a) chnakoHax Ne BUIYYEHHS a/TbTEPHATUBHOI [iNIAHKN
100 y koMnnekTi 3 BiANOBIAA/ILHOI 3@ BUMYCK Cepii 3a NOKa3HUKOM
PO34MHHKKOM (BOAa ANns «CTepubHICTb»
iH'ekuin) B amnynax Ne
100 B okpemiii ynakoBLy;
My/IbTUA030BUX (2 [03K)
onakoHax Ne 100 y
KOMNAeKTi 3
PO34MHHKKOM (BOAA ANA
iH'ekuin) B amnynax Ne
100 B okpemunx
Kopobkax
114. | NPOCTATUNEH- Cyno3unTopii pekTasbHi MpuBaTHe akuioHepHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/7223/01/01
LUWHK no 5 cynosutopiis y TOBapUCTBO "J1eKXiM- akuioHepHe 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuyenma
6nicTepi; no 1 a6o 2 Xapkis" TOBapuCTBO HaliMeHyBaHHs Ta/abo agpecu Micus
6nictepun y nauui 3 "Jlexkxim- NPOBa)KEHHS AiSANbHOCTI
KapToHy Xapkis" BMPO6HUKa/iMnopTepa roToBoro JlikapcbKoro
3acoby, BKIYaun AiNbHULL BUNYyCKy cepii
ab0 MicLie NpoBeAEeHHS KOHTPOSIHO SKOCTI.
(misnbHICTb, 3a SAKy BignoBsigae
BMPOGHMK/IMNOPTEpP, BK/IOYAKOUM BUMYCK Cepili)
(3miHa agpecu Ta Ha3Bw BMPOGHWKa /13, 6e3
3MiHM MicLst BUPO6HMLTBA); 3MiHW | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHMKa
peecTpaLiiHoro NocBig4eHHs) (3MiHa
HaliMeHyBaHHs Ta afpecu 3asBHUKa (BnacHunka
peecTpaLinHOro Noceig4yeHHs)
115. | MPOCTATWUNEH- cyno3uTopii pekTasbHi in | lMpuBaTHe akuioHepHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: - UA/13990/01/01
LUMHK bulk: Ne 1000 (no 5 TOBapUCTBO "“JIeKxim- aKujioHepHe 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
cynosuTopiiB y 6nicTepi, Xapkis" TOBapuCTBO HaliMeHyBaHHs Ta/abo agpecu micus
no 200 6nicTepiB y "Jlekxim- NPOBaPKEHHSA Ai/IbHOCTI
ALLMKY) Xapkis" BMPOGHUKa/iMnopTepa roToBoro fikapCbKoro

3aco6by, BK/IYaK4M AiNbHNLI BUNYCKy cepil
ab0 MmicLe NpoBefeHHSI KOHTPOJTH SKOCTI.
(misnbHiCcTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BK/IKOYAKYM BUMYCK CEpil)
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
(3miHa agpecu Ta Ha3Bu BMpOGHWKa /13, 6e3
3MiHU MicuA BUPO6HMLTBA); 3MiHU | Tuny -
AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asBHVKa (BlacHuka
peecTpaLiiHoro noceig4eHHst) (3MiHa
HaliMeHyBaHHs Ta afpecu 3asBHUKa (BNnacHuka
peeCTpaL,iiiHOro Noceig4YeHHs)
116. | PABEMNPA30I/1- TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10505/01/01
340POB'A NAIBKOBOK 0B0I0HKOHO, 06MexeHoto BMPOGHMLTBA, 3MiHM | TMNy - 3MiHa po3mipy cepii (BkIroYaoun peyenmom
KMLLKOBOPO34MHHI no 10 BiANOBIAA/TLHICTIO KOHTpO/b [nianasoH po3Mmipy cepii) roToBOro fikapcbkoro
mr Ne 10 (10x1), Ne 20 "papMaueBTUYHa AKOCTI, BUNYCK 3acoby; Bupo6Huk: TOB "dapmaueBTniHa
(10x2) y 6nictepax KomnaHis "3gopos'a” cepii: KoMmnaHis "3gopos'a”, Ykpaina: Liex M3 -
ToBapucTBO 3 [JopatkoBuii po3mip cepii cknagae: 0,800 Tuc.
06MeXeHO yn. (1,840 «kr) - Ne 20 (10x2), 1,300 Tuc. yn.
BiANOBIA&UTbHI (2,990 «r) - Ne 20 (10x2), 3,000 Tuc. yn. (6,900
CTIO kr) - Ne 20 (10x2), 1,600 tuc. yn. (1,840 kr) - Ne
"papmaneBTn 10 (10x1), 2,600 Tuc. yn. (2,990 «r) - Ne 10
YHa KOMNaHis (10x1), 6,000 TmC. yn. (6,900 kr) - Ne 10 (10x1);
"3p0pos'a", Brpo6Huk: TOB "®APMEKC IPYT", Ykpaina -
YKkpaiHa; BCi [LopnatkoBuii po3mip cepii cknagae: 45,000 Tuc.
ctagii Tabnetok (5,175 «kr) - 2,250 Tuc. yn. Ne 20
BVMPOGHMLTBA, (10x2)
KOHTPONb
AKOCTI:
ToBapucTBo 3
obmexeHoto
BiAMNOBIA&UTbHI
CTIO
"®APMEKC
rePyn-,
YKpaiHa
117. | PABENPA3O0I/1- TabneTtku, BKPUTI ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10505/01/02
340POB'A NAiBKOBOK 060I0HKOLO, 06MexeHot BVMPOGHMLTBA, 3MiHM | TMNy - 3MiHa po3mipy cepii (BkIoYaoun peyenmom
KMLLKOBOPO34MHHI no 20 BiANOBIAA/ILHICTIO KOHTPO/b [iana3oH po3mipy cepii) roToBOro JlikapCbKoro
mr Ne 10 (10x1), Ne 20 "papmMaueBTUYHA AKOCTI, BUNYCK 3acoby; Bupo6Huk: TOB "dapmaueBTniHa
(10x2) y 6nictepax KomnaHis "3gopos'a” cepii: KomnaHis "3gopos'a”, YkpaiHa: Liex M3 -
ToBapucTso 3 [JopatkoBuii po3mip cepii cknagae: 1,630 Tuc.
06MEXEHO yn. (3,749 kr) - Ne 10 (10x1), 3,000 Tuc. yn.
BiANOBIAa/TbHI (6,900 «r) - Ne 10 (10x1), 1,250 Tuc. yn. (2,875
CTIO Kkr) - Ne 10 (10x1), 0,815 Tuc. yn. (3,749 Kr) - Ne
"papmaneBTn 20 (10x2), 1,500 Tuc. yn. (6,900 kr) - Ne 20
YHa KOMNaHis (10x2), 0,625 TKnC. yn. (2,875 Kr) - Ne 20 (10x2);
"3p0pos'a", Brpo6Huk: TOB "®APMEKC IPYT", YkpaiHa -
YKkpaiHa; BCi [LopatkoBuii po3mip cepii cknagae: 120,000
cTagii Tuc. Tabnetok (27,60 kr) - 12,0 Tuc. yn. Ne 10
BMPOGHMLTBA, (10x1), 120,000 TnC. TabneTok (27,60 kr) - 6,0
KOHTPO/b TnC. yn. Ne 20 (10x2)

SIKOCTI:
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
ToBapucTBO 3
06MeXeHO
BiANOBIA&UTbHI
CTIO
"®APMEKC
reyn.,
YKpaiHa
118. | PEBMOKCUKAM® PO34UH NS iH'eKLi 1 % MAT "®dapmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0759/02/01
no 1,5 mn B amnyni; no 3 3MiHM | TUny - 3MiHa y napameTpax peyenmom
abo 5 amnyn y 6nictepi; cneumdikauin Ta/abo AONyCTUMUX MEX,
no 1 6nictepy y nauj BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
a6o no 1,5 mn B amnyni; BVXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
no 5 amnyn y nauui BMKOPVCTOBYIOTLCS Y NpoLeci BUPOOHNLTBA
A®I (iHWi 3MiHW); 3MiHK | TURY - 3MiHK,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo iHLOi
HaujioHasIbHOT dhapmakonei gepxasun €C (3miHa
y cneuudikauisix, noB'sA3aHa 3i 3MiHamu B JdY,
abo €ponelicbkiin papmakonei, abo iHLUii
HauioHasbHIl thapmakonei gepxasu €C)
119. | PEBMOKCUKAM® Tabnetku no 7,5 mMr no MAT "®apmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/0759/01/02
10 Tabnetok y 6nictepi, 3MiHK | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peyenmom
no 1 a6o no 2 6nictepu npuBeeHHs y BIANOBIAHICTb A0 MOHOrpadil
B nauu,i [®Y abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHanbHOI thapmakonei fepxasu €C
(3miHa y cneyudpikauisix, nos'sa3aHa 3i 3MiHaMu
B ®Y, abo EBponelicbkiii hapmakonei, abo
iHLWIN HauioHaNbHI chapmakonel fepxasu
€C); 3MiHu | TUNY - 3mMiHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHuX y cneuudpikauisix Ha Adl, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCS Y NpoLeci BUPObHNLTBA
AP (iHLWi 3MiHK)
120. | PEBMOKCUKAM® Tabnetku no 15 mr no 10 MAT "dapmak” Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasis: 3a UA/0759/01/01
Tabnetok y 6nictepi, no 3MiHM | TUMy - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO peyenmom

1 ab6o no 2 6nictepu B
nauui

npuBeeHHs y BIANOBIAHICTL 40 MOHOrpadil
Loy abo €Bponelicbkoi thapmakonei, abo
iHLWOT HaujioHanbHoI thapmakonei fepxasu €C
(3miHa y cneuudikauisix, nos'sa3aHa 3i 3MiHamMu
B J®Y, abo €Bponeiickkiii hapmakonei, abo
iHLWIM HauioHanbHI chapmakonel fAepxasu
€C); 3MiHu | TUNY - 3MiHa y napameTpax
crneunqikauii Ta/abo 4oNyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiAHUA/NPOMIXHWIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTLCS Y NpoLeci BUPO6HMLTBA
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
AD| (iHWi 3MiHK)
121. | PEMAHTAOWH-KP Tabnetku no 0,05 r, no MAT "Ximdpapm3sasop, YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5426/01/01
10 Tabnetok y 6nicTtepi; "YepBoHa 3ipka" "Ximchapm3sas 3Mminn Il Tuny - 3MiHK Woao peyenma
no 2 6nictepu B naywyj 3 op "YepBoHa 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
KapToHy 3ipka" BHeceHHs abo 3miHa(n) 4o 30608B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBig4eHHs,
BK/ItOYaroum MNnaH ynpasniHHSA pusnkamm
(3acTocyBaHHSA 3MiH(M), sKi(a) BUMaratoTb(€)
NoAasIbLIOro 06rpYHTYBaHHS HOBMMM
[0[aTKOBMM AaHVMK, WO MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbK/
BMMAraeTbCs CyTTEBA OLiHKa KOMMETEHTHUM
opraHom) (BrkoHaHHs 3060B's3aHb BifMoBigHO
0o nignyHkTy 1.13 nyHkTy 1 gogatky 15 no
Mopsaky NpoBeAeHHs ekcnepTusn
peecTpauiiHux MaTepiasiis Ha flikapcbki
3acobu, L0 NoAAITLCS Ha AePXKaBHY
peecTpauito (nepepeecTpaLiio), a Takox
eKcnepTn3n martepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasis NpoTArom fgii
peecTpavuiiiHOro NOCBiAYEHHS, 3aTBEPAKEHOTO
Haka3om MO3 Big 26.08.2005 Ne 426 (y
pefakuii Hakasy MO3 Big 23.07.2015 Ne 460)
122. | PEHITEK® Tabnetkun no 20 mr no 14 Mepk LWapn i oym LLseiuapis BMPOGHUK Benwuka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/0525/01/01
Tabnetok y 6nictepi; no loea, IHK Hepo3acosa BpuTania/ 3MiHM | TUNY - 3MiHa HaliMeHyBaHHSA Ta/abo peyenmom
2 6nicTepu y KapTOHHii HOI NpoAYyKLUiT, HigepnaHnan azpecy Micusi NPOBaKEHHS AiSSIbHOCTI
Kopoo6ui KOHTPO/b BMPO6GHMKa (BK/IKOYAKOUM, 38 HEOOXIAHOCTI,
AKOCTi: Mepk MicLie NpoBeAEHHS KOHTPOJIH SIKOCTI), abo
LWapn i oym BNacHuKa macTep-ghaiina Ha A®l, abo
Nimites, noctavanbHvka Adl/BuxigHoro
Benvka MaTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BpuTaHis; 3aCTOCOBYIOTbCS Y BUPOOHMUTBI ADI - 3miHa
nakyBaHHs, HalilMeHyBaHHs BUpoOHuKa AD|, 6e3 3MiHK
BMNYCK Cepil: MicLsl BUPO6HULITBA
Mepk LWapn i
[oym B.B.,
Higepnanan
123. | PEHITEK® Tabnetku no 10 mr no 14 Mepk LWapn i floym LBeliuapis BMPOGHUK Benuka BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/0525/01/02
TabneTtok y 6nictepi; no loea, IHK Hepo3cacoBa BpuTaHis/ 3MiHKM | TUNY - 3MiHa HaliMeHyBaHHs Ta/abo peuyenmom
2 6nicTepu y KapTOHHii HOI NpoayKLUii, HigepnaHan azpecy Micusi NPOBaKEHHS Aisi/IbHOCTI
Kopoo6Li KOHTPONb BMPOGHMKA (BKOYAOUM, 3a HEOOXIAHOCTI,
SIKOCTi: Mepk MicLie NPOBeAEHHS KOHTPOJIHO SKOCTI), abo
Wapn i Joym BNacHuka macTep-ghaiina Ha A®l, abo
NimiTen, noctavasnbHuka A®l/BuxigHoro
Benvka MaTepiany/peareHTy/MpoMIXKHOrO NPOAYKTY, L0
BpuTaHis; 3aCTOCOBYOTLCA Y BUPOOHULTBI ADI - 3miHa
nakyBaHHs, HaliMeHyBaHHs1 BUpOGHMKa ADI, 6e3 3MiHK
BMNYCK cepil: MicLsi BUPOGHNLITBA
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
Mepk Wapn i
Joym B.B.,
Higepnangm
124. | PEHITEK® Tabnetkv no 5 mr no 14 Mepk Wapn i Joym LlBeiiuapis BMPOGHUK Benuka BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/0525/01/03
Tabnetok y 6nictepi; no loea, IHK Hepo3scacosa BpuTaHis/ 3MiHM | TUNY - 3MiHa HaliMeHyBaHHS Ta/abo peuyenmom
2 6nicTepu y KapTOHHIi HOT MpoAayKu;i, Higepnangn agpecu MicusA NPOBamXEHHS Ais/IbHOCTI
Kopoo6Li KOHTpO/b BMPO6GHMKa (BK/IHOYaAKOUM, 38 HEOOXIAHOCTI,
AKOCTi: Mepk MicLLe NPOBefEeHHS KOHTPOJIO AKOCTI), abo
LWapn i foym BnacHuka mactep-gaina Ha A®l, abo
Nimiteg, noctayanbHuka A®l/BuxigHoro
Benvka MaTepiany/peareHTy/npoMiKHOro NPoAayKTy, Lo
BpuTaHis; 3aCTOCOBYHOTbCA Y BUPO6HMLTBI API - 3miHa
nakyBaHHs, HaliMeHyBaHHs1 BUpoOHuKka AD|, 6e3 3MiHu
BMNYCK cepil: MicLA BUPOBGHULITBA
Mepk Wapn i
Joym B.B.,
Higepnanamn
125. | PO3TOPOIMLUI nnogmno 50T, 100 r MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 6e3 UA/13993/01/01
nnoan a6o no 200 r y nayui 3 PapmaneBTUYHA PapmaueBTNy 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenma
BHYTPILUHIM NakeTom thabpuka "Biona" Ha ghabpuka HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKA
"Biona" (BnacHvKa peecTpauiiiHoro nocBig4yeHHs) -
3MiHa agpecu 3asBHMKaA
126. | CENTONETE® nacTunkm Ne 18 (9x2) y KPKA, a.4., Hoso CnoseHis BiANOBIAAIbHN CnoseHis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/8560/01/01
nAKC MEHTON 6nictepax MecTo 1 32 KOHTPO/b 3MiHK | TUNy - 3MiHa NnapameTpiB cneumdikauin peuyenma
cepii Ta Ta/abo [oNyCTUMUX MEX rOTOBOTO NiKapCbKOro
BUNYyCK cepii: 3acoby - npuBefeHHs cneuundikaLii roToBoro
KPKA, a.4a., nikapcbKkoro 3acoby y BiANOBiAHICTb 40
HoBo mecTo, opuriHasibHOT JOKYMeHTaLii BUpo6HMKa 3a
CnoBeHis; nokasHNKom «MikpobionoriyHa uncToTar»
BigNoBiAa/IbHN
n3a
BMPOGHMLITBO
"in bulk",
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
KPKA, a.4.,
HoBo mecTo,
CnoseHis
127. | COHMIN TabneTku, BKPUTI MAT "KuiBcbKuii YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 6e3 UA/5288/01/01
NNiBKOBOK 060/TI0HKOHO, BiTamiHHWIi 3aBoA” "KuiBcbkuii 3MiHU | TUnNy - 3MiHa HaliMeHyBaHHS BUPOGHMKa peyenma
no 15 mr no 10 Tabnetok BiTaMiHHWI Ailo40i peyoBrHN JokcnnamiHy CykumHaT 3
y 6nicTepi; no 1 3aBog" BigNoBiAHMMU 3MiHamMK y p. «Cknaga»
6nictepy B nauui; no 10
Tabnetok y 6nictepi; no
3 6nicTepu B nayui
128. | CTPO®AHTUH-I PO34UNH ANS iH'EKLIN, ToBapucTBo 3 YkpaiHa KOHTPO/b YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/0079/01/01
0,25 mr/mn no 1 mn B 06MEXEHO SIKOCTi, BUNYCK 3MiHu | TMNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peuyenmom
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
amnyrni; no 10 amnyn y BiANOBIAA/LHICTIO cepii: HalilMeHyBaHHs Ta/abo agpecu Micus
naJui 3 KapToHy; no 1 "[locnigHwii 3aBog, ToBapucTso 3 NPOBaPKEHHSA AiS/IbHOCTI
M/1 B amnyni; no 5 "rTHUAC" 06MEXEHOI0 BMPOGHUKa/iMnopTepa roToBOro Nikapcbkoro
amnyn y 6nictepi, no 2 BiAMOBIAa/TbHI 3ac00y, BK/I0YAKUY AiTbHNLi BUNYCKY cepil
6nictepun y nauui 3 CTO a60 Mmicue NnpoBefileHHA KOHTPOSIHO AKOCTI.
KapToHy; No 1 Mn B "docnigHwii ([isnbHICTb, 3a SKy BignoBifae
amnyri; no 10 amnyn y 3aBo[ BMPOGHMK/IMNOpPTEpP, BK/IOYAKYM BUMYCK Cepiii)
6nictepi, no 1 6nictepy "THUNCY, (3miHa Ha3BuM Ta agpecun MicLa NpoBaKEHHS
B NauLj 3 KapTOHy YKpaiHa; AiSNIbHOCTI BUPOOHUKIB, 6€3 3MiHN MicLA
BCi cTagil BMPOG6HMLTBA) (TEepMiH BBEAEHHS 3MiH
BMPOGHMLTBA, NPOTAroMm 3-X MICALIB NiC/1A 3aTBEPAXKEHHS);
KOHTPO/b 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
AKOCTI, BUMYCK HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
cepil: (BnacHvika peecTpauiiiHoro nocBigYeHHs)
ToBapucTso 3 (3MiHa HaliMeHyBaHHS Ta afpecy 3asBHUKa)
obmexeHor (TepmiH BBeAEHHS 3MiH NPOTArom 3-x MicAuiB
BignoBiganbHi nicnsa 3aTBepkeHHs); 3MiHu | Tuny -
cTI0 AOMIHICTPaTVBHI 3MiHU. BunyyeHHs
"®apmaneBTn BMPOGHWYOT AiNbHNL (BKIHOYAKYUU [iNTbHUL
YHa KOMNaHis ans A®l, npomixHoOro NnpoAykTy abo rotoBoro
"3p0pos'a”, niKkapcbKoro 3acoby, AiNbHULI 415 NPOBEeLEHHS
YkpaiHa nakyBaHHs, BUPOOHMKa, BifMNoBigabHOMO 3a

BUMYCK Cepili, MiCLie NPOBELEHHA KOHTPO/IO
cepii) abo nocTtavyasibHUKa BMXiAHOMO
marepiany, peareHTy abo AONoMiXHOT
PEeYOoBMHM (SKLLO 3a3HAYEHO Y [OCHE)

(BrnyyeHHs dyHKLT BCi cTagii BUpobHuuTBa

N5l BUPO6GHMKa TOBApMCTBO 3 06GMEXEHOI0

BignoBiganbHicTio "docnigHwii 3aBog "MTHLNC",
YkpaiHa) (TepmiH BBEL,eHHS 3MiH NPOTArom 3-Xx
MiCSLIB NicnsA 3aTBEPAKEHHS); 3MiHuW | Tuny -
3MiHK 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3akynoptoBasibHuii 3aci6.
3MiHa po3mipy ynakoBKU rOTOBOrO MiKapCbKoro
3aco0by (BMyUYEeHHS ynakoBK1 NEBHOTO
po3mipy) (BuUNy4YeHHs ynakoBok /13 no 1 mn B
amnyny; no 5 amnyn y 6nictepi, no 1 6nictepy
B nauui 3 kapToHy; in bulk: no 1 mn B amnyny;
no 100 amnyn B KOpOO6L,i 3 kapToHy; in bulk: no
1 mn B amnyny, no 10 amnyn y 6nictepi, no 10
6nicTepiB B KOPOO6L 3 KapToHY) (TepMmiH
BBEAEHHSA 3MiH NPOTAroM 3-X micsuis nicns
3aTBEPMKEHHS); 3MiHM | TUMY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBasibHWiA 3aci6 (iHLWi
3MiHN) (BBEAEHHS 3aTBEPMKEHOr0 TUMY
nakysaHHs no 1 mn B amnyny, no 10 amnyny
nayui Ha amnynbHUIA Lex 10AAaTKOBOI AifbHUL
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BUPOGHMLTBA TOBAPVCTBO 3 0OMEXEHHOIO
BignoBiganbHicTio "®apmMaueBThyHa KOMNaHis
"3p0pos's”, Ykpaina) (TepMiH BBEAEHHSA 3MiH

NPOTAroM 3-x MICSLIB MIiC/1A 3aTBEPKEHHS);
3MiHu | TUNy - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnsgy
(iHWi 3miHKW) (3amiHa rpadpiyHOro 0hopMIIEHHS
yNakoBKN Ha OHOB/IEHWIA TEKCT MapKyBaHHS
NepBUHHON Ta BTOPUHHOI YNakoBKy, 3
BiANOBIAHO 3amiHO0 p. «[padivHe
0hOPM/IEHHST YNAKOBKU» Ha P. «MapKyBaHHsI»
B MKA N13) (TepMiH BBEAEHHA 3MiH MPOTATOM
3-X MicsILiB nicnsl 3aTBEPKEHHS)

129.

CTPO®DAHTUH-T

PO3YUH ONS1 iH'EKLLNA,
0,25 mr/mn in bulk: no 1
M B amnyri; no 100
amnyn B Kopobu,i 3
KapToHy; in bulk: no 1
M1 B amnyny, no 10
amnyn y 6nictepi, no 10
6nicTepis B KOpoobLi 3
KapToHy

ToBapucTso 3
06MexeHot
BiANOBiAA/IbHICTIO
"[locnigHnii 3aBog,
"rHuaCct

YkpaiHa

ToBapucTso 3
obmexeHor
BiAgnoBiganbHi
CTHO
"focnigHwin
3aBo[
"rHyact

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AISA/IbHOCTI
BMPOGHUKa/iMnopTepa roToBoro likapCbKoro
3ac00y, BK/I0YAKYM LiNTbHNLi BUNYCKY cepil
a60 MmicLe NpoBeileHHA KOHTPOSIHO SAKOCTI.
(misnbHiCTb, 3a AKy Bignosifae
BMPOGHMK/iIMNOpTEp, BK/OYAKYM BUMYCK Cepiii)
(3miHa Ha3BM Ta agpecun MicLa NpoBaKEHHS
AiSNIbHOCTI BUPOOHUKIB, 6€3 3MiHN MicLA
BMPOG6HMLTBA) (TEepMiH BBELEHHS 3MiH
NPOTArom 3-X MICALIB NiC/sA 3aTBEPAXKEHHS);
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BnacHvika peecTpauiiiHoro nocBigYeHHs)
(3MiHa HallMeHyBaHHA Ta afpecu 3asiBHUKA)
(TepmiH BBeAEHHS 3MiH NPOTArom 3-x MicAuiB
nicns 3aTBepkeHHs); 3MiHu | Tuny -
AOMiHICTpaTWBHI 3MiHU. BunyyeHHs
BMPOGHWYOT AinbHNL (BKIHOYAKYUU [iNTbHULL
ans A®l, npomixHoro NnpoAykTy abo rotoBoro
NikapcbKoro 3acoby, AibHNLi AN NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BifMnoBigabHOMO 3a
BUMYCK Cepili, MiCLie NPOBELEHHSA KOHTPO/IO
cepii) abo nocTavyasibHUKa BMXiZHOrO
marepiany, peareHTy abo fONoMiXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCHE)
(BunyyeHHs dyHKLi BCi cTagii BMpobHuuTBa
NSt BUPO6GHMKa TOBApMCTBO 3 06GMEXEHOI0
BignoBiganbHicTio "docnigHwii 3aBog "MTHLNC",
YkpaiHa) (TepmiH BBE,EHHS 3MiH NPOTArom 3-Xx
MicSLIB Nicns 3aTBEpAKEHHS); 3MiHM | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
CuncTemMa KOHTelHep/3aKynoproBasibHUiA 3aci6.

UA/12736/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
3MiHa po3mipy ynakoBKU rOTOBOrO MiKapCbKoro
3aco06y (BMyUYEeHHS ynakoBK1 NEBHOTO
po3Mipy) (BUIy4eHHs ynakoBok in bulk: no 1 mn
B amnyny; no 100 amnyn B KOPOOLLi 3 KAPTOHY;
in bulk: no 1 mn B amnyny, no 10 amnyn y
6nicTepi, no 10 6nicTepis B KOPOOLI 3 KAPTOHY)
(TepmiH BBEAEHHSA 3MiH MPOTArOM 3-X MicALiB
nicna 3aTBepAXeHHs); 3MiHW | Tuny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHun) (3amiHa
rpagivHoro ohopM/IEHHS YNakoBKM Ha
OHOB/IEHUIA TEKCT MapKyBaHHS NEPBUHHON Ta
BTOPUHHOM yMakoBKU, 3 BifNOBIAHOK 3aMiHO
p. «'padhiuHe 0hOpPMIEHHS YNAKOBKN» Ha p.
«MapkyBaHHs» B MKA /13) (TepMmiH BBEAEHHSA
3MiH NpoTAroM 3-Xx micsuiB nicns
3aTBEPKEHHS)
130. | TEPA®NEKC Kancynu no 60 a6o 120 TOB "baiiep" Ykpaina BUpPOGHKK, CLWA BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiasis: 6e3 UA/4142/01/01
AABAHC® Kancyn y cpnakoHi; no 1 BiANOBIAA/IbHN 3MiHa 3asBHYKa (BnacHWKa peecTpaviiiHoro peyenma
(h/1aKOHY B KapTOHHii n3a NoCBigYEHHS)
Kopoo6ui nakyBaHHs, BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
KOHTPO/Ib Ta 3aTBEPAKEHHS
BUNYyCK cepil:
KoHTpakT
Papmakan
KopnopefiH,
CLWA
Bupo6HuK,
BignoBigabHU
n3a
BMPOGHMLTBO
in bulk:
KoHTpakT
Papmakan
KopnopefiH,
CLIA
131. | TEPA®JIEKC® kancynm no 30 abo 60 TOB "baiiep" YkpaiHa KoHTpakT CLWA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/7749/01/01
ab6o 120 kancyny Papmakan 3MiHa 3asiBHMKa (BNacHWKa peecTpaviliHoro peyenma
nnacTMKoBOMY (D1aKoHi; Kopnope/iLuH nocsig4YeHHs)
no 1 dpnaxkoHy B BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
KapTOHHI KOopoo6Lli 3aTBEPKEHHS
132. | TPABA BIMHUKA TpaBa (cybcTaHuis) y TOB "HBK "Ekochapm” Ykpaina TOB "HBK YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: - UA/13368/01/01
HA3EMHOIo Milkax ons "Ekochapm” 3MiHu | TUnNYy - 3MiHKM 3 aKocTi. AdI.
BMPOBGHULTBA Buvpo6bHMLTBO. 3MiHa BUPOGHMKA
HECTepPW/IbHNX BVXiAHOIO/NPOMIXXHOr0 NPOAYKTY/peareHTy, Lo

niKkapcbknx hopm

BUKOPVCTOBYIOTHCS Y BUPOGHNYOMY MPOLIECI
A, abo 3miHa BUpobHMKa (BKIOYalouK, ae
Heob6XigAHO, Micle NPOBEeAEHHS KOHTPO/IO
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
sakocTi) AdI (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [LOCLE) (3anpPONoHOBaHWA
BVMPOGHWK HANTEXUTb A0 TiEl camoi BUPOOHNYOT
rpynu NigNPUEMCTB, LLO Ii 3aTBEPAKEHNIA)
(BBEAEHHA [OAATKOBOI BUPOOHNYOI AiNbHUL
BMpPO6HUMLTBA cybcTaHuii) (TepmiH BBEAEHHS
3MiH NpoTArom 3-X MicAuiB nicns
3aTBEPKEHHS)
133. | TPABA LLYYKN TpaBa (cybcTaHuis) y TOB "HBK "Ekochapm” YkpaiHa TOB "HBK YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: - UA/13369/01/01
LEPHUCTOI Millkax ons "Ekochapm” 3MiHu | TUNY - 3MiHKM 3 AKocTi. AdI.
BMPOGHULTBA Bunpo6bHMLTBO. 3MiHa BUPOGHMKA
HeCcTepWIbHUX BWXi4HOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
nikapcbknx hopm BMKOPUCTOBYIOTLCS Y BUPOBHMYOMY NpoLeci
Adl, abo 3miHa BUpobHMKa (BKIOUaloum, ae
HeobxiAHO, MicLe NPoBeAEHHS KOHTPO/TIO
AKocTi) A®I (3a BigcyTHOCTI cepTudpikata
BIANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEpAKEHOMY [0ChE)(3anponoHoBaHNi
BUPOBHMK HaNleXUTb A0 Tiel caMoi BUPOGHUYOT
rpynu NigNpUEMCTB, LUO 11 3aTBEPKEHWIA)
(BBEAEHHSA [0AATKOBOI BUPOOHUYOI AiNbHNL
BMPOOHULTBa cybcTaHLil) (TepMiH BBEAEHHS
3MiH NpoTArom 3-X micsuis nicns
3aTBEpPAKEHHS)
134. | TPN3NNIH PO34MH ANa iH'ekuiid, 100 TOB HaykoBo- YkpaiHa BiANOBIAaA/IbHN Ykpaina/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9897/01/01
mr/mn, no 5 mn B BMPOGHMYa hipma n3a Icnanis 3MiHu | TMRY - 3MiHKW 3 SKOCTi. FoToBUIA peyenmom
amnyni, no 5 amnyn y "Mikpoxim" BMPOGHMLTBO nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
KaceTi, N0 2 kacetn y Ta TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
nadui 3 KapToHy, no 5 KOHTPONbL/BYN rOTOBOTO J1iKapCbKOro 3acoby (36i1bLUEHHS
M1 B amnyni, no 10 pobyBaHHs TepMiHy NpuAaTHOCTI FOTOBOro NiKapcbKoro
amnyn y 6nictepi, no 1 cepil, He 3aco6y) - [1na ToproBoi ynakoBku
6nicTepy y nayui 3 BK/IHOYaAOUN (nigTBEPAKYETHCA AAHUMN PEAJIbHOTO Yacy)
KapToHy BUNYCK cepi: (36inbLUEHHS TEpPMiHY NPUAATHOCTI FOTOBOrO
MpuBaTHe nikapcbKoro 3acoby 3 3-x A0 5-Tv pokiB)
akujioHepHe (TepmiH BBEAEHHSA 3MiH MPOTATrOM 3-X MicALiB
TOBapuCTBO nicnsa 3aTBepKEHHS)
"Jlekxim-
Xapkis",
YKpaiHa;
BignoBiAabHU
1 32 BMNyCK
cepii, He
BK/THOHAIOUM
KOHTPONb/BUM
pobyBaHHs
cepii:

TOB HaykoBo-
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
BMPOGHMYa
hipma
"Mikpoxim",
YKpaiHa;
BignoBigabHU
3a
BMPOGHMLTBO
Ta
KOHTPONb/BUMN
pobyBaHHs
cepii,
BK/IOYa0UN
BWMNYCK Cepil:
"NabopaTopis
IHIBCA, C.A",
IcnaHis
135. | PEPPYM NIEK pO34uH ANs iH'ekuiid, 100 CaHpo3 CnoBeHis Nex CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasnis: 3a UA/9347/01/01
Mr/2 M no 2 Mn B dapmacbioTikans 4.4. dapmaneBTny 3MiHM | Tuny - 3MiHK WoAo peyenmom
amnyrni; no 5 amnyn'y Ha KOMMaHis 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
6nictepi; no 1 6nictepy a.o. BBeneHHs1 ab0 3MiHU [0 y3araslbHEHUX JaHUX
Y KapTOHHIi kopobu; no npo cuctemy hapmakoHarnsgy (BBefeHHs
2 mn B amnyni; no 10 y3arasibHeHUX JaHnx Npo cuctemy
amnyn y 6nictepi; no 5 hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT
6nicTepiB y KapTOHHIi ocob6w, BiANOBIAA/IbHOI 3a 3AIICHEHHS
Kopoo6Li hapmakoHarnsgy; KOHTakTHoOI ocobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiIMiHHA BiJ, yNOBHOBaXXEHOI 0co6Y,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapMakoHarnsay (BKIHYakoUm KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MmilLieHHi macTep-haina
cuctemu chapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u B YkpaiHi,
YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
Bi4noBiga/IbHOI 3a hapmakoHarnsg
136. | PIABAMEL® Tabnetku wunyyi no 60 BEPNIH-XEMI Al HimeuunHa BMPOBHUK, L0 HimeuyunHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 6e3 UA/3591/03/01
MAKC TABJIETKA Mr no 10 TabneTok y BUKOHYE 3MiHU | TUNY - 3MiHa B TEKCTi MapKyBaHHsA peuyenma
wumnyuli Ty6i; no 1 Ty6i B BUPOBHULTBO NepBMHHOT YNakKoBKM /iKapCbKOro 3acoby, y
KapTOHHI Kopoo6Li "in bulk", 3B'A3KY 3 AOAAHHAM iHhopMaLiii Npo
nakyBaHHs, PO3MILLIEHHS JaHKX LWOA0 HOMePY cepii Ta
KOHTPONb TEepMiH Np1AaTHOCTI Ha AHI Ty6u. BBegeHHsA
AKOCTI: 3MiH NpoTArom 6-tn micauis nicna
repmec 3aTBePAKEHHSA
ApuHaiimitren
b TM6X,
HimeuunHa,

BUPOBHUK, LLIO
BWKOHYE
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
BWMNYCK Cepil:
BepniH-Xemi
AT,
HimeyynHa
137. | ®NEKUEPUH Kancynu Teepgi no 50 mr MAT "KuiBcbKuii YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12618/01/01
Ne10x1, Ne10x3 y BiTaMiHHWIA 3aBog" "KuiBcbknii 3MiHu | TUnYy - 3MiHK Woao peyenmom
6nictepax B navuj BiTaMiHHWI 6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsgy
3aBog" (iHWi 3miHW) (po3ain «IpadiyHe ohopMaeHHs

YNaKoBKM» 3aMiHEHO PO34i10M
«MapkyBaHHS».) (TepMiH BBeAEHHS 3MiH
NPOTArom 3-X MICALIB NiC/sA 3aTBEPAXKEHHS);
3MiHn | TURYy - 3MiHM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii. 3mMiHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo iHLOi
HaujioHasIbHOT dhapmakonei gepxasun €C (3miHa
y cneuudikauisix, noB'sA3aHa 3i 3MiHamu B JdY,
abo €ponelicbkiin papmakonei, abo iHLUii
HaujioHasnbHIl thapmakonei gepxasu €C)
(npuBeaeHHs po3ainy «MikpobionoriyHa
yucToTa» cneuudpikauii BXifIHOrO KOHTPOSIO
A®| y BIANOBIAHICTb A0 BUMOT 3arasibHUX
crtateii 5.1.4, 2.6.12 A®Y); 3miHu | Tuny -
3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNpobyBaHHs) (Y
aHaiTUYHMX MeToAMKax 3a NoKasHuKamm
«OAHOPIAHICTb [030BaHUX OAVHULb»,
«P0o3unHeHHs» Ta «CynpoBigHi AOMILLKW» Ans
NPUroTyBaHHS PO34YNHY MOPIBHAHHSA BBEAEHO
cTaHAapTHi 3paskn EP CRS Ta PC3 Ha 3amiHy
niauepeiny «TRC», kaT. Ne D303000 a6o
aHasnoriyHoi AKocTi, po3ain «MikpobionoriyHa
4YACTOTa» METOLIB KOHTPO AkocTi N3
npvBeLEHO Y BiAMNOBIAHICTb A0 BUMOT JdY.14);
3MmiHu | TMRY - 3MiHKW 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO JIiKApCbKOro 3acoby (iHLi 3MiHN) (3
cneundikauii 13 BUAy4YE€HO NOKa3HMKN
«CepefHsl Maca BMICTy Kancyin»); 3MiHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KoHTpo/1b roTOBOrO NikapCbKoro 3acoby.
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3miHa napamveTpiB cneuudikayin Ta/abo
[OMyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(3BY)XEHHSA A0NYCTUMUX MEX) (3MIHEHO BEPXHIO
JonycTUMy mMexy nokasHuka «KinbkicHe
BU3HAYeHHs» y cneundikauii Ha TepMiH
npugaTHocTi); 3MiHu | TUNYy - 3MiHKU 3 SKOCTI.
["oTOBWMIA Nikapcbknii 3aci6. Onuc Ta cknag,
(iHwWi 3miHW) (pefakuiiiHi npaBkK po3ainy
«Cknag», a came: Ha3By [OMNOMDKHOI pEYOBUHU
npueegeHo Ao AdY); 3mitu | Tvny - 3miHu 3
skocTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc Ta
cknag, (iHwi 3miHn) (3 po3giny «Onmc»
BW/IyYEHO iHhopMaLlito LL0A0 HOMEPY Kancysiun)

138.

DOJIIEBA
KACNOTA

Tabnetkv no 1 mr no 10
Tabnetok y 6nictepi, no
3 6nicTepu B nayui; no
10 Tabnetok y
6nictepax

MAT "KuiBcbkuii
BiTamiHHWI 3aBo4”"

YkpaiHa

NAT
"KniBCbKuin
BiTaMiHHWIA

3asof”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TUny - 3MiHK 3 AKoCTi. FoToBWMI
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3MmiHw) -
He3HauHi 3MiHW y Ck1aji roTOBOroO NMikapCbKoro
3aciby (pegakuiiiHe YTOUHEHHS HanncaHHs
cknaay); 3miHu | Tvny - 3miHa NnapameTpiB
cneumdikauii Ta/abo AONYCTUMUX MEX
rOTOBOrO /liKapCbKOro 3acoby (3BY)XXEHHS
[ONYCTUMUX MEX); 3MiHU | TNy - 3MiHW,
noB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BiANOBIAHICTb A0 MOHOrpadii PY abo
€Bponeiicbkoi thapmakonel, abo iHLOoi
HauioHasIbHOT hapmakonel gepxasun €C (3MiHa
y cneuudikauisix, nos'a3aHa 3i 3miHamu B Y,
abo Eponelicbkiin hapmakonei, abo iHLLiA
HaLjioHasnbHili hapmakonei gepxasu €C) -
npusefeHHs po3giny MBY gitoyoi pevoBuHn y
BiANOBIAHICTL A0 ADY; 3MiHM | TUMY - 3MiHK
Lofo 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3mMiHu) - 3MiHa
rpadivyHoro ohopMIEHHS yNakoBK/ Ha
Npono3uLii Woao MapkyBaHHs). BBeAeHHs
3MiH NpoTArom 3-X micsuis nicns
3aTBEPAKEHHS; 3MiHM | TMNy - 3MiHa y MeTodax
BUNPOBYBaHHS rOTOBOrO MiKapCbKOro 3acoby
(He3HauyHa 3MiHa y 3aTBEPAKEHUX METO4AxX
BMNPOGYBaHHS)

6e3
peuyenma

UA/6692/01/01

139.

DOPJIAKC

MOPOLLIOK AN15i
NPUrOTYBaHHS PO3YNHY
4519 nepopasibHOro
3acTocyBaHHsa no 10 r no
10,167 r NOpPOLUKY B
nakeTuky; no 10 a6o no
20 nakeTukiB y
KapTOHHI KopoobLi

INCEH ®APMA

PpaHuis

Bodpyp InceH
IHaycTpi

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - NoAaHHA oHoBneHoro CEP
NeRO-CEP 2009-392-Rev 01 gns gito4oi
peyosuHM Macrogols Bif, 3aTBepAXEHOr0
BMpo6HUKa SASOL GERMANY GMBH i3

aAMiHICTpaTUBHOI 3MiHOI aApecy BUPOOHUKa

A®I; 3miHM | TUNY - nogaHHA oHoBneHoro CEP
NeR1-CEP 2009-392-Rev 00 ans gitoyoi

6e3
peuyenma

UA/6852/01/01
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o

ynakoska) nocsi0O4YeHHs1
peuoBuHM Macrogols Bif, 3aTBEPKEHOr0
BUpo6HUKa SASOL GERMANY GMBH; 3MmiHu |
Tvny - nogaHHA oHossieHoro CEP NeR1-CEP
2002-180-Rev 02 ons ajtoyoi pe4yoBuHN
Macrogols Bif 3aTBEpAXeHOro BUPOGHMKa
CLARIANT PRODUKTE (DEUTSCHLAND)
GMBH. 3 BignoBigH1MKN 3MiHaMun B agpeci
BUPOGHNYOT AiNbHULL

140. | ®OPMIAPOH po3unH ansa TOB "TepHothapm" YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/8411/01/01
30BHILUHLOTO "TepHodhapm" 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenma
3acToCyBaHHs, roTOBOrO Nikapcbkoro 3acoby (OHOB/IEHHS
cnupToBMiA No 50 mn'y npoueaypu BUNPO6YBaHHA 415 NPUBELEHHS Y
chnakoHax, no 50 mn y BiAMOBIAHICTb 3i 3MiIHEHOIO 3ara/ibHOK CTaTTer
donakoHi; no 1 dpnakoHy L®Y a6o €sponeiicbkoi hapmakonei); cynyTHs
B nauyi 3 KApTOHY 3MiHa: 3MiHa NapameTpiB cneundikaLiii Ta/abo

[OMYyCTUMMX MEX rOTOBOrO NiKapCbKoro 3acoby
(iHLWi 3MiHW)

141. | PYPOCEMI], Tabnetku no 40 mr no 10 ToBapucTBO 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/5153/02/01
Tabnetok y 6nictepi; no 06MexeHo obmexeHo 3MiHM | Tuny - 3MiHa napameTpiB cneuudikawii peyenmom
5 6nicTepiB y nayui 3 BiANOBIAANBLHICTIO BignoBiganbHi Ta/abo foNyCTUMUX MEX rOTOBOrO NikapCbKoro
KapToHy "[locnigHwin 3aBog, CTIO 3ac06y (BHECEHHS 3MiH A0 [0CbE Micns

"rTHUNC" "HocnigHnii OHOBJIEHHSA 3araslbHOI CTaTTi Ha roToBY
3aB0[, nikapcbky chopmy y AdY/EBponelickkiii
"THLCY, thapmakonei); cynyTHS 3miHa: 3MiHa y MeTofax
YkpaiHa (BCi BUMPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby
cTagji (oHOBNEHHSA Npoueaypy BUNPOBYBaHHSA A/1A
BVMPOGHMLTBA, npuBELEHHS Y BiANOBIAHICTb 3i 3MIHEHOO
KOHTPO/b 3arasibHoto cTatTelo JdY abo EBponeiicbkoi
AKOCTI, BUNYCK hapmakonei) - 3MiHM 3a NOKa3HNKOM
cepii); «CynpoBigHi AOMILLKW», Y 3B'A3KY 3i 3MiHOIO
ToBapucTso 3 cneumdikaLlii roToBoro fikapcbkoro 3acoby;
obmexeHoto 3MiHM | TUMy - 3MiHa nocTavasibHUKa
BiANOBIA&/TbHI nakyBas/lbHNX MaTepianis abo KOMMNEKTYUNX
CTIO (AKLL0 3a3HaYeHo B JoCbke) (3amiHa abo
"®apmaneBTu [ofaBaHHsA NocTavasibHUKa) - BBEAEHHS
YHa KOMNaHis HOBOrO NocTavyasibHVKa NepBUHHOTO NaKkyBaHHS
"3p0pos'a", (nniBKM NONIBIHINXOPUAHOI); CYNYTHi 3MiHU:
YkpaiHa (Bci 3MiHa y NePBUHHIli yNakoBLi roTOBOro
cTagii NiKapCbKOro 3acoby (SKICHWI Ta KinbKiCHWIA
BMPOGHMLTBA, cknap) - TBepai nikapcbki hopmu - 3miHa y
KOHTPONb NepPBUHHIN yNakoBL,, ¥ 3B'A3Ky 3i 3MiHOH
AKOCTI, BUMYCK noctayasibHVKa; 3MiHa y NepBUHHIl ynakoBLyi
cepii); roTOBOrO JlikapcbKoro 3acoby (iHLi 3miHw) -
ToBapucTso 3 npuBeAeHHs napameTpisB cnevumdikauii
06MEXEHO0 NEePBMHHOT YNakoBKM rOTOBOTO /iKapCbKOro
BiANOBigaNbHI 3acoby [0 HOpMaTWBHOI AOKyMeHTaL,iT
CTIO 3anponoHOBaHOro BUPOGHMKa; 3MiHM | Tuny -
"@APMEKC 3MiHa napameTpiB cneuudpikauin Ta/abo
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Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
reyn., [0MNYCTUMUX MEX NEPBUHHOI YNaKoBKN
YkpaiHa (BcCi rOTOBOrO NikapcbKoro 3acoby (iHLi 3MiHK);
cTagji CYNyTHS 3MiHa: 3MiHa Y MeToAax
BMPOOHMLITBA, BUNPOOYBaHHA NEPBUHHOI YNaKOBKV rOTOBOrO
KOHTPO/b niKapcbKoro 3acoby (He3HauHi 3MiHW Yy
SIKOCTI, BUNYCK 3aTBEPAXKEHNX MeToAax BUNpobyBaHb) - 3MiHa
cepii) MeTOoZAiB BUMPOOYBaHHS NEPBUHHOT YMaKkoBKM

roToBOro Nikapcbkoro 3acoby 3a NoKasHMKOM
«MikpobionoriyHa unctoTa; 3miHu | Tuny -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigNoBigHICTb A0 MOHOrpadii 4PY a6o
€Bponeiicbkoi hapmakonei, abo iHLwoT
HaujioHasIbHOT dhapmakonei gepxasu €C (3miHa
y cneyndikauisx, nos'a3aHa 3i 3miHamu B Y,
abo €ponelicbkiit gpapmakonei, abo iHLwii
HaLjioHasbHIl chapmakonei gepxasmn €C) -
npuBeLeHHs cneuudikauii 4ONOMiIKHUX
peyoBuH [0 BUMOT EP; cynyTHs 3MiHa: 3miHa y
mMeToAax BUNPoBYyBaHHSA [ONOMDKHOI PEHOBUHM
(He3HauHi 3MiHW Y 3aTBEpPKEHNX MeTofax
BUNPOO6YBaHb) - NpUBELEHHS METOAIB
BMNPOBYBaHHSA AOMOMDKHUX PEYOBVH MarHito
cTeapar, 1aKkTo31 MOHOriApaT, KpOXMasio
KapTonAsHOro A0 BMMOTr Aitodoi EP; 3MiHn |
TUMY - 3MiHWU, NOB'A3aHi 3 HEOBXigHICTIO
nNpuBeLEHHA y BIAMNOBIAHICTb A0 MOHOrpadil
L®Y abo €Bponelicbkoi hapmakonei, abo
iHLIOT HauioHasTbHOI dhapmakonel gepxasun EC
(3miHa y cneuudikauisx, nos's3aHa 3i 3aMiHO0
BMMOr MoHorpacii 1dY abo iHwoi
HaujioHanbHoi hapmakonei gepxasu €C Ha
BMMOr1 MoHorpadii €sponeiicbKol
hapmakonei) - 3miHa BUMOT napameTpis
cneuudikaLiin OMOMDKHUX PEYOBWH; CYNyTHS
3MiHa: 3MiHa y MeTogax BUnpobyBaHHSA
[OMOMDKHOT peYOBUHU (HE3HAYHI 3MIHN Y
3aTBEPMAKEHNX MeToAax BUNpobyBaHb) - 3MiHa
MeToZiB BUNPOGYBaHHSA JONOMIKHVX PEHOBUH
MarHito cteapar, 1akTo3un MoHorigpar,
KPOXMaJUTto KapTOM/ISIHOTO, Y 3B'A3KY 3i 3aMiHO0
BuMor AdY Ha EP; 3MiHu | TUny - 3MiHK,
nos'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHasbHOT dhapmakonei gepxasun €C (3miHa
y cneuudikauisix, NoB'A3aHa 3i 3miHamu B JdY,
abo €ponelicbkiit hapmakonei, abo iHLLii
HauioHasbHil dhapmakonei gepxasu €C) -
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

npuBefeHHs nokasHuka «MikpobionoriyHa
ynucToTa» cneyudikauii rotoBoro nikapcbkoro
3aco6y Ao sumor PY; cynyTHA 3MiHa: 3MiHa Y
mMeTofax BuNpobyBaHHs AD| abo BMXigHOro
MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCS Y NPOLLECi BUPOGHULITBA
A®| (iHWi 3MiHM Yy MeTogax BUNPObyBaHHS
(BKkOYatoum 3aMiHy abo fonoBHeHHs) APl abo
BVIXiZHOro/MpoOMKHOro NpoAyKTy) -
npuBefeHHs nokasHuka «MikpobionoriyHa
4YnCcToTa» MeToZiB BUNPOOYBaHHS rOTOBOrO
nikapcbkoro 3acoby Ao sumor APY; 3MiHu |
TUMY - 3MiHWU, NOB'A3aHi 3 HEOBXigHICTIO
nNpuBeLEHHA y BIAMNOBIAHICTb 40 MOHOrpadil
L®Y abo €sponelicbkoi thapmakonei, abo
iHLIOT HauioHasTbHOI dhapmakonel gepxasun EC
(3miHa y cneuudikauisx, nos'sa3aHa 3i 3aMiHO
BMMOr MoHorpacii 1dY abo iHwoi
HaujoHanbHoi hapmakonei gepxasu €C Ha
BMMOr1 MoHorpadii €sponeiicbKol
thapmakonei) - 3mMiHn y cneuudpikauii Ad|
dypocemia 3a NoKasHUKOM «laeHTudikalisa» Ta
«CynpoBigHi foMmiLLku» BignosigHo EP Ta
3MiHa nocuaaHb 3a IHWUMY NOKa3H1KaMu 3
[dY Ha EP; cynyTHsa 3MiHa: 3MiHa y MeToAax
BMNpobyBaHHA A®l abo BMXigHOTO
marepiany/npoMiKHOro NpoaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLLECi BUPOBHMLITBA
AD| (iHWi 3MiHM Yy MeTofax BUNPOOyBaHHS
(BKNtOYatoum 3amiHy abo fonoBHeHHS) APl abo
BVXiZHOrO/MPOMIKHOro NPOAYKTY), 3MiHN Y
MeTofax BunpobysaHHa APl dypocemig,
«CynpoBigHi foMmiLlku» BignosigHo EP

142.

XENNEKC®
AHTUKONA HEO

MOPOLLIOK A/1A
OpasIbHOrO PO3YMHY 3
NIMMOHHUM CMaKoM, 1o 4
I NOPOLUKY B calue, no
10 calle y KapTOHHil
nauu

Mogi Xenc Tm6X

LlBeiiuapis

BMPOGHMLTBO
3a NOBHUM
LMKIOM:
Annekc
Papma CA,
LLsefuapis;
BMPOGHMLTBO
roToBOro
nikapcbKkoro
3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
OM ®apma
CA,

LBenuapis/
MopTyranis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
BUNPAaB/IEHHA TEXHIYHUX NOMWUIOK Y
Creuundikauii MeToaiB KOHTPO/IIO SKOCTi Ha
rOTOBWIA NikapCcbknii 3aci6, 3a NoKasHUKamm
«CepegHsa Maca BMIiCTy calle» Ta
«MikpobionoriyHa uncrora»

6e3
peyenma

UA/15354/01/01




134

Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
MopTyranis;
BUNYyCK cepil:
OM dapma
CA,
LLiBeiiLapis
143. | XEJ/INEKC® NOPOLLOK ANs Mogi Xenc rmeX LLIseliyapis BMPOBHULTBO LLseliapisi/ BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiasis: 6e3 UA/15355/01/01
AHTUKONA HEO OpasbHOro PO3UnNHY 3 3a NOBHUM MopTyranis BUMPaB/IEHHS TEXHIYHNX MOMUSIOK Y peyenma
MaJ/IMHOBMM CMaKoM, Mo LMKNOM: CreuudikaLii MeToaiB KOHTPOSIIO AKOCTi Ha
4 1 NOpOLLKY B caLue, no Annekc roTOBWiA NikapCcbKuii 3aci6, 3a NoKasHUkamm
10 cawe y KapTOHHil dapma CA, «CepefHsa Maca BMIiCTy calue» Ta
nauui LLieiiuapis; «MikpobiosnoriyHa uncrora»
BMPOGHMLTBO
roToBOro
nikapcbKoro
3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
OM dapma
CA,
MopTtyranis;
BWMNYCK Cepil:
OM ®apma
CA,
LLiBelinapis
144. | XEMOMIUVH® Kancynu TeepAi no 250 "Xemodcpapm" AL} Cepbis BUPOBHULTBO Cepbisn BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1073/01/01
Mr no 6 kancyny Hepo3cacoBa 3MiHK | TUNYy - 3MiHK WoA0 peyenmom
6nictepi, no 1 6nictepy HOI NPOAYKLUT: 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy.
B KapTOHHIi KopobLyi "Xemodpapm" BBeneHHs1 ab0 3MiHM [0 y3araslbHEHUX JaHnUX
AL, Bpwau, npo cuctemy hapMakoHarnisay (BBeAEeHHs
Bigain y3arasibHeHNX JaHnx Npo cucTemy
BMpPO6GHMYA hapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT
AiNbHUUSA oco6w, BiANOBIAA/IbHOI 3a 3AICHEHHS
La6au, hapmakoHarnsgy; KOHTakTHoi ocobu 3
Cepbis; hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
nepBuUHHA Ta hapMakoHarnsay B YKpaiHi, K0 BOHA
BTOPUHHA BiIMiHHA BiJ, yNOBHOBaXKEHOI 0cOo6Y,
ynakoBKa, BiANOBIAa/IbHOI 3a 3AiICHEHHS
[03Bin Ha thapmakoHarnagy (BKouvatoum KOHTaKTHi AaHi)
BUNYyCK cepi: Ta/ab0o 3MiHM y po3MmilLleHHi macTep-haina
"Xemodpapm" cucTemuy chapmakoHarnsgy) - Aivoua pefakuis:
Af, Cepbis fBopcbka TeTsiHa IBaHiBHa. MponoHoBaHa
pepakuisi: Mpycbkuii CTanicnas
Bonoavmunposuy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu
145. | XEMOMIUVNH® TabneTku, BKPUTI "Xemothapm" AL} Cepbis BMPOGHMLTBO BocHis i BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/1073/02/01
NNiBKOBOK 060/I0HKOHO, Hepo3cacosa lepuerosuHa/ 3MiHK | TURy - 3MiHK WoA0 peuyenmom
no 500 mr no 3 Tabnetkm HOI NpoAyKuUii, Cepbis 6e3nekn/edeKTVBHOCTI Ta hapmakoHarisgy.




135

Ne | Ha3sa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
y 6nicTepi, no 1 nepBrHHA Ta BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
6nicTepy B KapTOHHiii BTOPVHHA npo cuctemy hapmakoHarnsgy (BBefeHHs
Kopoo6ui ynakoBka, y3arasibHeHuUX AaHunx npo cuctemy
KOHTPO/b chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT
AKOCTI: oco6u, BiANOBIAA/IbHOI 3a 3AiICHEHHS
"Xemodpapm" hapmakoHarnagy; KOHTakTHoi ocobu 3
0.0.0., BocHist i hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHSA
I'epuerosuHa,; hapMakoHarnsgy B YKpaiHi, KLU0 BOHa
BMPOGHMLTBO BiIMiHHA BiJ, yNOBHOBaXKeHOI 0cobu,
Hepo3dhacoBa BiANOBiAa/IbHOI 3a 3[iACHEHHSI
HOI NpoayKLUii, hapmakoHarnsagy (BK1H4YatoUm KOHTaKTHI AaHi)
nepBuHHa Ta Ta/ab0o 3MiHM y po3MilLleHHi MacTep-haiina
BTOPUHHA cuctemu chapmakoHarnagy) - [iroya pegakuis:
ynakoBKa, flBopcbka TeTsiHa IBaHiBHa. MponoHoBaHa
KOHTPOb pepakuisi: MNpycbkuiA CTaHicnas
AKOCTI, [O3BIN Bonoavmuposuy. 3mMiHa KOHTaKTHUX JaHUX
Ha BUNYyCK KOHTaKTHOI 0co6u
cepii:
"Xemodpapm"
ALl, Cepbis
146. | XOHAPOITUH NOpOLLOK (Cyb6CcTaHuis) y MPAT "®ITO®APM" YkpaiHa Bioibepika Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: - UA/15094/01/01
CYNb®AT HATPIKO | noggiiiHux naketax 3 C.AY. 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
nonietTunexy gns HallMeHyBaHHs Ta/abo agpecy Micus
hapmaueBTUYHOrO NPOBaKEHHA AiS/IbHOCTI BUPOOHUKA
BMKOPWCTaHHS (BKTtOYatoun, 3a HeobXigHOCTI, Micue
NpoBeAEeHHSA KOHTPOI0 AKOCTI), abo BNacHuka
macTep-haiina Ha Adl, abo noctayanbHVKa
Adl/BnxigHOro
MaTepiany/peareHTy/npoMiKHOro NPoAayKTy, Lo
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (KLL0
3a3Ha4yeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaxeHoOMy
[ocbe, abo BUPOGHKKA HOBOI [OMOMKHOI
PEUYOBUHM (AKLLO 3a3HAYEHO Y [10CbE) - 3MiHA
Ha3Bu BNPOGHKKa AD|, 6e3 3mMiHn micus
BMpPO6GHMLTBA.
147. | ULE®POIrPAM® NOPOLLOK A1 PO3UNHY Opxig ®apma Jlimiteq IHAis OPXI1[, IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7555/01/01
408 iH'exui no 250 wmr, 1 XENTXKEP 3MiHM | TUNy - 3MiHK 3 AKOCTI. [OTOBMIA peyenmom
a6o 50 dhrakoHiB 3 (BipAineHHn nikapcbkuii 3aci6. Onuc Ta cknag. BunyueHHs
MOPOLLKOM Opxig, KOHTeHepa 3 PO3YMHHMKOM 3 YNaKoBKM
Kemikasic eHg (Buny4yeHHs koHTelHepa (amnynu) 3
dPapmacbioTika PO3YMHHMKOM (BOAA AN iH'EKLI) 3 yNnakoBKu
nc Nimiten) N3 3 BignosigHMMKU 3MiHamK B p.»Cknaa» B

Cneuudpikauii Ta Metogax koHTponto /13);
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BNacHvKa peecTpauiinHoro NocBigYeHHs)




Ne

HasBa snikapcbko20

136

n/n

3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

148.

(3MiHa HaliMeHyBaHHS 3as1BHUKa); 3MiHu | Trny
- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicusA NPOBaKEHHS AiS/IbHOCTI
BMPO6HMKa (BK/IHOYAKOUM, 38 HEOOXIAHOCTI,
MicLLle NpOBefEeHHS KOHTPOJIO AKOCTI), abo
BflacHvka mactep-ghaiina Ha A®l, abo
noctavyanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro NpoaykTy, LWo
3aCTOCOBYHOTbCA Y BUPOOHNLTBI AD| (AKLLO
3a3Ha4yeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaxeHoMy
[ocbe, abo BUPOGHKKA HOBOT JOMOMKHOI
PEeYOBUMHM (AKLLO 3a3HAYEHO Y A0CLE) (3MiHA
Ha3Bu BNPOGHKKa ADI, 6e3 3MiHn micus
BMPO6HMLTBA); 3MiHM | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
(iHLWi 3miHW) (3amiHa rpadivyHOro 306paXKeHHs
YNaKoBKM Ha TEKCT MapKyBaHHS A1 NEPBUHHOT
Ta BTOPUHHOT YNakoBKW Y 3B’A3KY 3
npusBefeHHsAM Y BiAnNoBiAHICTb Ao Hakasy MO3
Ykpainn Ne 426 Big 26.08.05 (y pegaxuii
Haka3y MO3 Ykpainu Ne460 Big 23.07.2015 p.)

LE®OIrPAM®

MOPOLLOK A4/151 PO3YNHY
Ons iH'exuii no 500 mr, 1
a60 50 chnakoHiB 3
MOPOLLKOM

Opxig ®apma Nimites,

IHais

OPXlA,
XENTXKEP
(BipLineHHn

Opxig,

Kemikasc eHg
dapmacbioTika
nc Niviren)

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MmiHu | TMRY - 3MiHKW 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. BunyueHHs
KOHTelHepa 3 PO3UYMHHIMKOM 3 YNaKoBKM
(BnyYeHHs KOHTeliHepa (amnynn) 3
PO34YMHHMKOM (BOAA AN iH'EKLiI) 3 ynakoBKu
N3 3 BignosigHWMK 3miHamu B p.»Cknag» B
Cneuudpikauii Ta MeTogax koHTponto /13);
3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro NnocBigYeHHs)
(3MiHa HallMeHyBaHHs 3asIBHUKa); 3MiHu | Tuny
- AgMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaXEHHS AiS/IbHOCTI
BMpOOHUKa (BK/ItOYaKoUK, 3a HEOBXIAHOCTI,
MicLie NpoBeAEeHHS KOHTPOJII0 AKOCTI), abo
BNacHuka macTep-ghaiina Ha A®l, abo
nocravanbHuka A®l/BuxigHoro
marepiany/peareHTy/npOMIKHOTO NPOAYKTY, L0
3aCTOCOBYIOTbCS Y BUPOOHMLTBI AP| (SKLLO
3a3Ha4YeHo y 0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikara BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHoOMY
[ocbe, abo BUPOOHUKA HOBOT AOMOMIKHOI

3a
peyerimom

PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CLE) (3MiHA

UA/7555/01/02
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Ne
n/n

HasBa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ha3Bu BNPOGHKKa ADI, 6e3 3mMiHM micus
BMPOGHULUTBA); 3MiHK | TUMy - 3MiHW WoA0
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnsgy
(iHwWi 3miHW) (3amiHa rpad)iyHOro 306paXKeHHs
YNaKoBKM Ha TEKCT MapKyBaHHS A5 NEPBUHHOT
Ta BTOPVHHOT YNaKoBKM Y 3B’'A3KY 3
npuBeAeHHsAM Y BiANoBigHiCTb Ao Hakasy MO3
Ykpainm Ne 426 Big 26.08.05 (y pegakuii
Hakasy MO3 Y«kpainu Ne460 sig 23.07.2015 p.)

149.

LE®OrPAM®

MOPOLLOK A/ PO3UUHY
Ans iH'ekuii no 1000 mr,
1 a6o 50 dhnakoHis 3
MOPOLLKOM

Opxig ®apma Nimiteps,

IHais

OPXiA,
XENTXKEP
(BipaineHHs

Opxig,

Kemikasnc eHp
dapmacbtoTika
nc Nimiten)

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHu | TMNY - 3MiHKW 3 sIKOCTi. ToTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. BunyuerHs
KOHTelHepa 3 PO3YMHHIKOM 3 yNakoBKM
(BUNyYEHHS KOHTEHEepa (amnynn) 3
PO3UMHHMKOM (BOAA AN iH'EKLI) 3 yNnakoBKu
N3 3 BignoBigHWMK 3miHamu B p.»Cknagy» B
CreuundikaLii Ta MeTogax KOHTposto J13);
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BnacHvika peecTpauiiiHoro nocBigYeHHs)
(3MiHa HallMeHyBaHHS 3asBHUKa); 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micLa NpoBaMKEHHS AisNbHOCTI
BMpPOGHUKa (BK/IHOYAKOUN, 38 HEOOXIAHOCTI,
MicL,e NpoBeAeHHS KOHTPOJIH0 SIKOCTI), abo
BNacHuKa macTep-ghaiina Ha A®l, abo
noctavyanbHuka Adl/BnxigHoro
Marepiany/peareHTy/NpOMIXHOTO NPOAYKTY, L0
3aCTOCOBYIOTbCH Y BUPOOHULTBI AP (AKLLO
3a3HaYeHo y AOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepaXeHOMY
[ocbe, abo BMPOOHMKA HOBOI A,0MOMIXKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE) (3MiHA
Ha3Bu BUPO6HMKa A®PI, 6e3 3MiHK MicuA
BMPOGHMLTBA); 3MiHM | TUNY - 3MiHW Woa0
6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsgy
(iHWi 3miHW) (3amiHa rpadiyHOro 306paxeHHs
yMNaKoBKN Ha TEKCT MapKyBaHHA 415 NMePBUHHOT
Ta BTOPUHHOT YNakoBKW Y 3B’A3KY 3
npvBeLeHHAM y BiANOBiAHICTb A0 Hakasy MO3
Ykpainn Ne 426 Big 26.08.05 (y pegaxuii
Hakasy MO3 Ykpainm Ne460 Big 23.07.2015 p.)

3a
peyenmom

UA/7555/01/03

150.

LE®PTPUNAKCOH

NOPOLLIOK A5t
NPUroTYBaHHS PO3UNHY
ons iv'ekyjin no 1000 mr
y thnakoHax Ne 1, Ne 5,
Ne 10

[xeHodbapm N4,

Benvka
BputaHis

HCNMC Xe6eli
XyamiH
dPapmacbioTika
n KomnaHi
Nimiteq

Kutait

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHuY Il TNy — BBEAEHHA HOBOTO BUPOOHUKA
A®| uedTpiakCoHy HaTPIlO 3 HAAAHHAM
MacTep-aliny Ha A®I B 3amiH Ha
3aTBEPLKEHOIO BUPOGHMKA

3a
peyenmom

UA/7824/01/01




138

Ne | Hassa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
151. | LE®TPUAKCOH MOPOLLIOK AN [xeHodbapm /Tg, Benwvka HCIC Xebeit Kutaii BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: - UA/7825/01/01
NPUroTyBaHHS PO3YNHY BpuTaHia XyaMiH 3MiHu |l TNy — BBEAEHHS HOBOTO BMPOBHMKA
Ans iH'ekuidi no 1000 mr dapmacbioTika A®| LedbTpiakCoHy HaTpIlO 3 HafaHHAM
in bulk Ne 10, Ne 50, Ne n KomnaHi macTtep-aiiny Ha A®I B 3amiH Ha
100 y dpnakoHax Nimiteq 3aTBEPKEHOIO BUPOGHMKA
152. | IOHIBIT TabneTtkn, BKPUTI MAT "Kuicbknii YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiasis: 6e3 UA/5450/01/01
NAiBKOBOK 060I0HKOIO, BiTamiHHWIi 3aBo4”" "KniBcbkuii 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenma
no 10 TabneTtok y BiTaMiHHWI roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa
3aBog" y 3aTBEPKEHUX MeTOoAax BUNPOBYyBaHHS)

6nictepi; no 3 6nictepn
y nayui

HavyanbHuK YnpaBniHHA cpapMmaueBTUYHOI

OIANBHOCTI Ta AKOCTI (hapmaueBTUHHOT NPOoAYKLUiT

T.M. IACcKOBCbKUiA
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